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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, DC 20460 

July 9, 2015 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

Sharon M. Johnston 
Regulatory Consultant for 
Ecohealth, Inc. 
56 Hawes St. 
Brookline, MA 02446 

Subject: CSF Notification per PRN 98-10 - Updating the company and active ingredient 
information to reflect the transfer of registration in addition to including an 
additional source of supply of the active ingredient on the alternate CSF. 
Product Name: Mite Arrest 
EPA Registration Number: 56783-2 
Application Date: June 23, 2015 
Decision Number: 506312 

Dear Ms. Johnston: 

The Agency is in receipt of your Application for Pesticide Notification under Pesticide 
Registration Notice (PRN) 98-10. The Registration Division (RD) has conducted a review of this 
request for its applicability under PRN 98-10 and finds that the actions requested fall within the 
scope of PRN 98-10. The CSFs submitted with your application have been stamped 
'"Notification" and placed in our files. 

Please note that the record for this product currently contains the following CSFs: 

Basic CSF dated 06/23/2015 
Alternate CSF I dated 06/23/2015 

Any CSFs other than those listed above are superseded/no longer valid. If you have any 
questions, please contact Jennifer Gaines at 703-305-5967 or via email at 
gaines.jennifer@epa.gov. 

Sincerely, 
(', 

--. 1' l\/ -
. ' \ " '\' .~'-#\.\... .,__\, ( /_) ()J,__.Ar,_,lJ.\__.1 

J I 

Jennifer Urbanski, Ph.D. 
Product Manager 04 
Invertebrate & Vertebrate Branch 1 
Registration Division (7505P) 
Office of Pesticide Programs 
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June 23, 2015 

Document Processing Desk {NOTIF) 
Registration Division (7504P) 
Office of Pesticide Programs 
US Environmental Protection Agency 
Room S-4900; One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202 

ATIN: Jennifer Urbanski 
Product Manager 4 

Pesticide Regulatory Se/Vices 

RegGuide 

SUBJECT: Submission of Notification Per PR Notice 98-10 - Submission of UPDATED Basic and NEW 
Alternate #1 Confidential Statements of Formula - alternate source of active ingredient 
Mite Arrest; EPA Reg. No. 56783-2 

Dear Dr. Urbanski: 

Enclosed, please find two originally signed updated basic and new Alternate #1 Confidential Statements of 
Formula for the above-subject product. We have also included a formulator's exemption statement as well 
as a copy of the current basic CSF to facilitate review. 

The basic CSF has been revised to update the active ingredient information (supplier address and EPA 
Reg. No.) pursuant to the transfer of this registration from

Alternate formulation #1 is being added to include an additional source of supply of the active ingredient. 

If you have any questions or need additional information, please do not hesitate to contact me at (636) 942-
2583. 

Sincerely, 

~ 
Sharon M. Johnston 
Regulatory Consultant 

Enclosures 

cc: A. Ganak; EcoHealth 

Sharon M. Johnston, Esq. 
509 Tower Valley Drive 
Hillsboro, MO 63050 

Tel: 636·942·2583 
Fax: 636·948·9720 
e-mail; Johnston@RegGuide.net 
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Pin•" read IMtructioM on,..,.,.. Hfol9 com~ 11form. Form APProvoi MB No. '"'70 ....,. .... '·'8-~5 

United States § Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
Washington, DC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

56783-2 Jennifer Urbanski 
0None D Restricted 

PM# 4. Compeny{Product (Name) 
Mite Arrest 4 

5. Nsma and Address of Applicant (/ncludfl ZIP Coda} 6. Expedited Aeveiw. In accordance with FIFRA Section 3(c)(3) 

EcoHealth, Inc. (b)(i), my product is similar or identical in composition and labeling 

56 Hawes St. to: 

Brookline, MA 02446 EPA Reg. No. 

D Check if this is a new eddrsss Product Name 

Section - II 

D Amendment · Explein below. LJ Final printed labels in repsonse to 
Agency latter dated 

D Resubmission in rosponsa to Agency letter dated D "Me Too" Application. 

0 Notification· Explain below. D Other· Explain below. 

Explanation: Use additional pegolsl if necessary. !For sflction land Section JI.) 

This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations at 40 CFR 152.46, and no other changes have been made to the 
labeling or the confidential statement of formula of this product. I understand that it is a violation of 18 U.S.C. Sec. 1001 to willfully make any false statement to 
EPA. l further understand that if this notification is not consistent with the terms of PR Notice 98-10 and 40 CFR 152.46, this product may be in violation of 
FIFRA and I may be subject to enforcement action and penalties under sections 12 and 14 of FIFRA. 
NOTIFICATION OF ALTERNATE SOURCE OF ACTIVE INGREDIENT PER PR NOTICE 98-10 

Section - Ill 
1. Me1erial Thi• Product Will Be Packaged In: 

Child·Resis1ant Packaging Unit Packaging Water Soluble Packaging 2. Type of Containor 

~y,, ~y., ~ 
y,. ~Mot•I 

No 
Plastic 

No No Glass 

• Certification must 
If ~ves~ No. par If "Yes" No. par Paper 
Unit Packaging wgt. container Package wgt container Other !Specify) 

btJ submitttJd 
' 

3. Location of Not Contents Information 4. Size!sl Retail Container 5. Location of Lebel Directions 

[{ Label LJ Conteiner 2.5 lbs ~on label 

6. Mannflr in Which Label is Affixed to Product LJ Lithograph 0 Other printed directly on package 
Peper ~lued 
Stenci itd 

Section - IV ... 
1. Contact Point (Comp/eta items directly below for idantificetion of individual to be contectad, if necessary, to process this sprPc'f#ion.J 

--
Name Title Telephone No. Unc1ude Area Coda) 

Sharon M. Johnston Regulatory Consultant 636-942-2583 

Certification E. De.: .. Applic11.i"" 

I certify that the statements I heve medo on this form and all attachments thereto ere true, accurate and complete. Ra;.iited 

I acknowledge that any knowlinglty false or misleading statement mey be punhiheble by fine or imprisol'VJ'lont or (Stampedl 
both under eppUceble low. 

2. Signature 3. Title 

Regulatory Consultant 

4. '!: ~mo 5. Date 

Sharon M. Johnston June 23, 2015 

EPA Form 8570-1 (Rev. 3-941 Pravtous ed1t1ons are obsolete. Whhe • EPA Fii. Copy lorigin•ll Y•llow • Applc.m: Copy 4



Form Aoprove.. 

United Stet•• 

.18 No. 2070-0060. A"*'roval "-ires 5·31·98. 1 
&EPA Environmental Protection Agency 

W11hin11ton. OC 20460 

Formulator's Exemf:tion Statement 
140 CFR 1 2.851 

Applicant's Name end Address EPA File Symbol/Reglstret!on Numi:ier 

EcoHealth, Inc. 56783-2 
56 Hawes $1. 
Brookline, MA 02446 Product Name 

Mite Arrest 

Date of Confidential Statement of Formula /EPA Form 857()-4} 

June 23, 2015 

As an authorized representative of the applicant for registration of the product identified above, I certify that: 

111 This product contains the following active ingredient(s): 

Permethrin 

121 Of these, each active ingredient listed in paragraph (4J is present solely as the result of the use of that active 
ingredient in the manufacturing, formulation or repackaging another product which contains that active ingredient 
which is registered under FIFRA Section 3, is purchased by us from another producer, and is labeled for at least 
each use for which my product is proposed to be labeled. 

131 Indicate by checking (Al or (Bl below which paragraph applies: 

~ (A) An accurate Confidential Statement of Formula (EPA FORM 857()-4) for the above identified product is 
attached to this statement. That formula statement indicates, by company name, registration number, and product 
name, the source of the active ingredient(sl listed in paragraph (1). 

D 
OR 

(8) The Confidential Statement of Formula (CSF) (EPA Form 8570~4) referenced above and on file with the EPA is 
complete, current, and accurate and contains the information required on the current CSF. 

141 The following active ingredients in this product qualify for the formulator's exemption. 

Source 

Aotive Ingredient Product Name Ragiatration Number 

Permethrin 

OR QR 

Perrnethrin 

---Signature 
~· 

Name and Title Date 
Sharon M. Johnston I Regulatory Consultant June 23, 2015 

EPA 70-27 !Rev. 8-95} Whlta - EPA copy . , 
Yellow • Applicant copy 

i1r U.S.GPO: 1~20'13 
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Material Sent for Data Extraction 
Reg.# SCo 1'67>-Z 

Description: -----------------
D Material(s) Sent to Data Extraction Contractors: 

~ New Stamped Label Dated ~I 1i/ I~ 
I 

D Notification Dated 

CY New CSF(s) Dated 1dyl 13 

D Other: 

D Decision #: 

D Other Action/Comments: 

File this coversheet and attached materials in the jacket. It must be 
well organized and clipped together, NOT STAPLED. Then give the 
jacket with the coversheet and materials to staff in the Information 
Services Center (ISC) (Room 5-4900). If a jacket is full or only 
available as an image, please file materials in a new jacket and bring it 
down to the (ISC). For further information please call 703-605-0716. 

Reviewer: Jennifer Urbanski 

Phone: 347-01s6 
------~ 

Division: _R_0 ______ _ 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460-0001 

Sharon Johnston 
EcoHealth, Inc. 
56 Hawes Street 
Brookline, MA 02446 

Subject: Amended Reregistration Label 

Product Name: Mite Arrest 
EPA Registration Number: 56783-2 

EPA Decision Numbers: 413309 

Dear Ms. Johnston: 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

MAR 1 1 1014 

The Agency, in accordance with the Federal Insecticide, Fungicide and Rodenticide Act 
(FIFRA), as amended, has completed reviewing all of the information submitted with your 
application to support the reregistration of the above referenced product in connection with 
the permethrin RED, and has concluded that your submission is acceptable. 

NOTE: This product is not being reregistered under sections 3(c)S and 4(g) of FIFRA at this 
time. 

Please be reminded that 40 CFR Part 156.140(a)(4) requires that a batch code, lot 
number, or other code identifying the batch of the pesticide distributed and sold be placed on 
non-refillable containers. The code may appear either on the label or durably marked on the 
container itself, and can be added by non-notification per PRN 98-10. 

Please note that the record for this product currently contains the Confidential 
Statements of Formulation (CSFs) listed below. Any previously dated CSFs are superseded. 

Basic CSF, dated 11/4/13 

A copy of your label stamped "Accepted" is enclosed along with copies of the acute 
toxicity and product chemistry reviews completed for the subject product. Products shipped 
after 12 months from the date of this amendment or the next printing of the label whichever 
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occurs first, must bear the new revised label. Your release for shipment of the product bearing 
the amended label constitutes acceptance of these conditions. If these conditions are not 
complied with, the registration will be subject to cancellation in accordance with FIFRA sec. 
6(e). 

If you have any questions about this letter, please contact Dr. Jennifer Urbanski at 703-
347-0156 or urbanski.jennifer@epa.gov. 

Enclosures: label stamped "AcceptedN 

Sincerely, 

Richard J. Gebken 
Product Manager (10) 
Insecticide Branch 
Registration Division (7504P) 

Acute Toxicity ReviewJ dated 7/20/11 
Product Chemistry ReviewJ dated 11/26/13 
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INSECTICIDAL BEDDING FOR LABORATORY RODENTS 

For Laboratory, Commercial or Veterinary Use 

Permethrin impregnated cotton bedding to control mite infestations on laboratory rodents. 

If Swallowed • 
• 
• 
• 

If in Eyes • 

Active Ingredient: 
Permethrin* ... ................................................................... 7.4°/o 

Other Ingredients: ............................................... ................. 92.6% 
Total ....................................................................................... 100.00o/o 

~cis/lrans ratio: min. 35% (+!-) cis and max. 65% (+/-)trans. 

EPA Reg. No. 56783-2 EPA Est. No. 

Keep Out of Reach of Children 

CAUTION 

First Aid 
Call a poison control center or doctor immediately for treatment advice . 
Have person sip a glass of water if able to swallow . 
Do not induce vomiting unless told to do so by a poison control center or doctor . 
Do not aive anvthina bv mouth to an unconscious oerson . 
Hold eye open and rinse slowly and gently with water for 15-20 minutes . 

56783-2: Page 1 of 2 
02/26/14 

• Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye . 
• Call a ooison control center or doctor for treatment advice . 

Have the product container or label with you when calling a poison control center or doctor, or going for treatment. You 
mav call 1-800-222-1222 for emerqencv medical treatment information. 

See side [back] panel for additional precautions. 

ACCEPTED 
MAR 1 1 1014 

Under the Federal Insecticide, Fungicide, 
and Rodenticide Act, as amended, for the 

pesticide registered under: 

S G 1 'i(:i-l-EPA. Reg. No: ____ ~---

EcoHealth, Inc. 
56 Hawes Street 

Brookline, MA 02446 
(617) 742-2400 
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PRECAUTIONARY STATEMENTS 
Hazards to Humans and Domestic Aninials 

56783-2: Page 2 of 2 
02/26/14 

CAUTION: Harmful if swallowed. Causes moderate eye irritation. Avoid contact with eyes or clothing. Wear long sleeved 
shirt, long pants, socks, shoes and gloves. 

User Safety Recommendations: 

User should wash hands before eating, drinking, chewing gum, using tobacco or using the toilet. 
User should remove clothing/PPE immediately if pesticide gets inside. Wash the outside of gloves before 
removinQ. Then wash thorouQhly and put on clean clothinQ. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

APPLICATION INSTRUCTIONS: Place MITEARREST bedding directly in rodent cage to be treated. Use 2-3 
MITEARREST balls per week for each rodent. Avoid wetting the MITEARREST bedding; to prevent cage flooding, care 
should be taken to place MITEARREST bedding away from the water bottle spolit. Replace soiled MITEARREST 
bedding; it is recommended that fresh MITEARREST bedding be added weekly, at the time when other bedding is 
changed. Continue using the product for four (4) to six (6) weeks or until mites or their eggs are no longer present in the 
fur of rodent. As mite eggs are not affected by this treatment, extended use of the product (until all eggs have hatched or 
are no longer present) will provide greater long-term control and prevent reinfestation. 

NOTE: This product contains a pyrethroid insecticide which the caged animal may ingest or come into dermal contact 
with. Researchers should consider the possible effects of contact with this insecticide before using the product. 

Storage and Disposal 
Do not contaminate water, food or feed by storage or disposal. 

Pesticide Storage: Store at room temperature. 
Pesticide Disposal and Container Handling: If empty: Non-refil!able container. Do not reuse or refill this container. 
Offer for recvclina if available. If partly filled: Call vour local solid waste aaencv for disposal instructions. 

Net Weight: 
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Urbanski, Jennifer 

From: 
Sent: 
To: 
Subject: 
Attachments: 

Jennifer, 

SJohns1825@aol.com 
Wednesday, February 26, 201410:53 AM 
Urbanski, Jennifer 
Re: 56783-2 
56783-2 label 02-26-2014.doc 

No problem. Let me know if you see anything else. 

Sharon 

In a message dated 2/26/2014 9:41 :57 A.M. Central Standard Time, urbanski.jennifer@epa.gov writes: 

Hi Sharon, so sorry, I misspoke! I had mistakenly read that you were including gloves (which makes sense), but 
that you were also keeping the socks and shoes. Can you please add those back in, it's part of the baseline PPE, 
thanks! I'll send the revised label to the PM for final review then. 

From: SJohns1825@aol.com [mailto:SJohns1825@aol.com] 
Sent: Wednesday, February 26, 2014 10:33 AM 
To: Urbanski, Jennifer 
Subject: Re: 56783-2 

Jennifer, 

Attached is a revised label. As for the Storage & Disposal statements, since this is a non-dilutable formulation, 
the only statements required are the "Non-refillable container. Do not reuse or refill this container. Offer for 
recycling, if available." I did remove the "Never place unused product down any indoor or outdoor drain." I'm not 
sure that's needed for cotton balls. I also removed "Place in trash or". All other changes have been made. 

Please let me know if you have any additional changes or comments. 

Thankst 

Sharon M. Johnston 
RegGuide 
509 Tower Valley Drive 
Hillsboro, MO 63050 
TEL: (636) 942-2583 
Cell: (314) 520-8554 
Fax: (636) 948-9720 

1 

11



e-mail: Johnston@RegGuide.net 
OR sjohns1825@aol.com 

In a message dated 2/26/2014 7:09:00 A.M. Central Standard Time, urbanski.jennifer@epa.gov writes: 

Hi Sharon, that's fine, thanks! 

From: SJohns1825@aol.com [mailto:SJohns1825@aol.com] 
Sent: Tuesday, February 25, 201410:50 AM 
To: Urbanski, Jennifer 
Subject: Re: 56783-2 

Jennifer, 

Just one quick question. In the User Safety Recommendations it says to wash gloves before removing 
but gloves are not listed in the Precautionary Statements. Also, this product is treated cotton balls, I 
wouldn't think any PPE would be that useful except for gloves so the last sentence of the User Safety 
Recommendations {except for the glove statement) seems a bit much. 

What about using the following? 

Under Precautionary Statements - "Wear long-sleeved shirt, long pants and gloves." 

In the User Safety Recommendations: 

"User should wash hands before eating, drinking, chewing gum, using tobacco or using the toilet. 

User should remove clothing/PPE immediately if pesticide gets inside. Wash the outside of gloves 
before removing. Then wash thoroughly and put on clean clothing." 

Let me know if this is OK or if you'd like something different. 

Thanks! 

2 
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Sharon M. Johnston 
RegGuide 
509 Tower Valley Drive 
Hillsboro, MO 63050 
TEL: (636) 942-2583 
Cell: (314) 520-8554 
Fax: (636) 948-9720 
e~mail: Johnston@RegGuide.net 
OR sjohns1825@aol.com 

In a message dated 2/25/2014 9;14:52 A.M. Central Standard Time, urbanski.\ennifer@epa.gov writes: 

Hi Sharon, please see labeling comments based on the RED/acute tox/PC reviews for 
the above product. Let me know if you have any questions, thanks! 

I) Based on toxicity ranking per the acute toxicity review, the First Aid statements 
should be placed on the label in the following order: 

"IF SW ALLOWED: ... 

!FIN EYES: ... 

IF ON SKIN OR CLOTHING: ... " [note that this one is needed based on the acute 
tox review, but you can keep it) 

2) Per the acute toxicity review, the Hazards to Humans and Domestic Animals must 
be revised to read: 

"CAUTION: Harmful if swallowed. Causes moderate eye irritation. Avoid contact 
with eyes or clothing. Wear long sleeved shirt and long pants, socks and shoes." 

3) Add User Safety Recommendations to the label and place in a box: 

"User Safety Recommendations 

3 
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User should wash hands befoi .... eating, drinking, chewing gum, using tobacco, or using 
the toilet. 

User should remove clothing/PPE immediately if pesticide gets inside. Then wash 
thoroughly and put on clean clothing. 

Users should remove PPE immediately after handling this product. Wash the outside 
of gloves before removing. As soon as possible, wash thoroughly and change into 
clean clothing." 

4) The Storage and Disposal section should be revised as follows: The subheading 
"Disposal" should be changed to "Pesticide Disposal and Container Handling." The 
subheading "Storage" should be changed to "Pesticide Storage". The first sentence in 
the box should state "Do not contaminate water, food, or feed by storage or disposal." 
Check PR Notice 2007-4 (http://www.epa.gov/PR Notices/pr2007-4.pd!) to be sure 
that your disposal statements are compliant. 

Jennifer Urbanski, Ph.D., Biologist 

Insecticide-Rodenticide Branch, S7221 
Registration Division (7505P) 
U.S. Environmental Protection Agency 

1200 Pennsylvania Ave. NW 
Washington, DC 20460 

(703) 347-0156 

4 
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DATA PACKAGE BEAN SHEET 
Date: 26-Dec-2013 

Page 1 of 1 

* * * Registration Information * * * 

Registration: ~678~-2 - MITE ARREST 

Company: 56783 - ECOHEAL TH, INC. 

Risk Manager: -~M 10 - Rich~rd Ge~ken - (703) 30~-6!~RO_()'.!'# PY1~3_~7 __ _ 

Risk Manager Reviewer: Bonnie Adler SADLER 

Sent Date: 06-May-2010 PRIA Due Date: QS-May-2~10 

Type of Registration: Product Registration - Section 3 

Action Desc: (6_76} Product Rereglstratiol1: D~cis~o~~-· 

Ingredients: 109!0!~~rmethrin(7.4~) ---· _ 

* * * Data Package Information * * * 

Expedite: 0 Yes • No Date Sent: 26-Dec-2013 

DP Ingredient: 109701, Permethrin 

DP Title: Fj_n_~.!._E!l.g for ~~!~3-2_ permet~ri.!".__ 

CSF Included: e Yes Q No Label Included: • Yes Q No Parent DP#: 

P.ss!g_ne_d_!_o Date In Date Out 

Decision#: 413309 

DP#: (416931) 

NON PRIA 

Parent DP#: 

Submission#: 873977 

E-Sub #: 

Edited Due Date: 

Due Back: 

Organization: RD I IB 

Team Name: RM 10 

Last Possible Science Due Date: 

Science Due Date: 

Reviewer Name; Sub Data Package Due Date: 

Contractor Name: 

* * * Studies Sent for Review * * * 

No Studies 

* * * Additional Data Package for this Decision * * * 

Can be printed on its own page 

***Data Package Instructions * * * 
This permethrin product is recommended for final reregistration based on your review of the attached preliminary label assessment, along with 
PC and tox reviews for case 2510. The permethrin PDCI called in Efficacy for Impregnated Fabrics & ORMS as well as Companion Animal 
Safety data. 

According to the Registrants Response form for this product: 
Efficacy/Impregnated Fabrics [810.3300] were marked as "not applicable" (#8). 
Efficacy/ORMS [810.3500] was marked as "not applicable" (#8). 
Companion Animal Safety [870.7200] was marked as "not applicable" {#8). 
Once you have made your decision, please put all pertinent information in the product jacket. Please contact Bonnie Adler with questions. 
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Date: December 16, 2013 

Reg. No.: 56783-2 
Product Name: Mite Arrest 
PM Name/Number: Richard Gebken, Risk Management Team I 0 

Primary Reviewer: Shirley Keel '1'1!~ ( ~ 
Secondary Reviewer: Linda Arrington I 
New label or date of RD a1nended label: Received on 515110 

Active Ingredient(s) Assessed: Perinethrin/109701 

Formu\atio11 Type: I1npregnated Materials 

Other ai's in product 

Na1nelPC code: NI A Reregistration Status or Registration Date: NIA 

Note to PM: 

l) RD should enst1re that the Storage and Disposal Section is in co111pliance with PR 
Notice 2007-4. 

Assessment can be found in N:\RMIBV\label\0567831002 

1) Based on toxicity ranking per the acute toxicity review, the First Aid statements 
should be placed on the label in the following order: 

"IF SWALLOWED: ... 
IF IN EYES: ... 
IF ON SKIN OR CLOTHING: ... " 

2) Per the acute toxicity review, the Hazards to Hu1nans at1d Do1nestic Animals must be 
revised to read: 

"CAUTION: Harmful if swallowed. Causes moderate eye irritation. Avoid contact 
with eyes or clothing. Wear (specify protective eyewear, if appropriate). Wash 
thoroughly with soap and water after handling and before eating, drinking, chewing gum, 
using tobacco or using the toilet." 

3) User Safety Reqt1irements text must be added to the label: 

"User Safety Requirements 
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Follow mant1facturer's instructions for cleaning/maintaining PPE. If no such instructions 
for washables exist, use detergent and hot water. Keep and wash PPE separately from 
other laundry." 

4) User Safety Recommendations must be added to the label and placed in a box: 

"User Safety Recommendations 

User should wash hands before eating, drinking, chewing gun1, usi11g tobacco, or using 
the toilet. 

User should ren1ove clothing/PP£ i1nmediately if pesticide gets inside. Then wash 
thoroughly and put on clean clothing. 

Users should remove PPE immediately after handling this product. Wash the outside of 
gloves before removing. As soon as possible, wash thoroughly and change into clean 
clothing." 

5) The Storage and Disposal section needs a minor revision. Per Label Review Manttal 
of January 2012, the subheading "Disposal" should be changed to "Pesticide Disposal 
and Container Handling." 

2 
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DATE OUT: 26/NOV/2013 

SUBJECT: PRODUCT CHEMISTRY REVIEW OF: TGAI ( ]; MUP ( ]; EUP (X] 
BARCODE NO.: ~D~4~15~8~9~6 __________ REG./FILE SYMBOL NO.: 56783-2 
PRODUCT NAME: MlTE ARREST® MRID #s: 490818-01 487198-02 
COMPANY NAME: Ecohealth Inc. ACTION CODE: 676 

FROM: 

TO: 

f ' 
MariaRiveraPiansay,Chemist ,l_c~ ·(~j(~~ 
Product Che1nistry Tea1n J \ J 
Risk Managen1ent and hnplementation Branch V 
Pesticide Re-evaluation Division (7508P) 

Bonnie Adler, CRM 
Risk Management and Implementation Branch V 
Pesticide Re-evaluation Division (7508P) 

INTRODUCTION: 

With this resub1nission, in response to our review, dated 08/06/13, the registrant provided a revised 
Confidential Statement of Formula (CSF) for the basic fonnulation, dated 11/04/2013; a revised EPA 
Forn1 8570-35 (Data Matrix), dated 11/04/2013; and is citing product chemistry data in MRID Nos. 
490818-01 and 487198-02. The registrant is requesting reregistration of their product, EPA Reg. No. 
56783-2. 

FINDINGS: 

I. EPA Reg. No. 56783-2 is an end-use rodenticide product containing the active ingredient, 
Permethrin, 'Nith a label clain1 non1inal concentrations of7.4%. The product is produced by a non­
integrated system. 

2. The CSF for the basic formulation (now dated 11/14/2013), had been revised as requested. The 
revision involved changing the Density in box number 7 to 1natch the data in the report. The CSF 
is now filled out correctly and co1npletely and is now acceptable for reregistration of the subject 
product. 

3. The cited Storage Stability data presented in MRID No. 490818-01 are acceptable to support this 
product. The study was conducted with a substantially-similar product Reg. No. 56783-1. The 
study \Vas reviewed and accepted on 05/07/2013 under DP 411211. The requirements concerning 
Guideline 830.6317 (Storage Stability) are now satisfied. 

4. The registrant is again referencing the data previously submitted regarding the Corrosion 
Characteristics of the product which was found unacceptable in the earlier revie\v. Upon re­
evaluation of the study, the PRD/RMIB V will allow the registrant to cite this study (MRID 
number 487198-02). The data may be used to support the reregistration of this product. The 
require1nents pertaining to GRN 830.6320 are now satisfied. 
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5. The Ingredients Statement on the draft label is acceptable as per 40CFR§156.1 O(g) and PR 
Notices 9 J--2 and 97-6. It appears that there are no physical or chemical hazards anticipated for 
this product. The Storage and Disposal State1nents are- acceptable in accordance with 40 CFR 
§156.IO(i)(2)(ix) and PR Notice 83-3. 

NOTE TO PM: The Storage and Disposal section should be evaluated for compliance with PR 
Notice 2007-4. 

CONCLUSIONS: 

The registrant has no\V satisfied the product chemistry requirements for the reregistration of EPA Reg. No. 
56783-2. 
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DATE OUT' 06/AUG/2013 

SUBJECT, PRODUCT CHEMISTRY REVIEW OF' TGAI [ ]; MUP [ ]; EUP [XJ 
BARCODE NO,, D413690 REG./FILE SYMBOL NO.: 56783-2 
PRODUCT NAME: MITE ARREST® MRID #so 00164297, 480853-01, 487198-01, -02 
COMPANY NAME: Ecohealth Inc. ACTION CODE: 676 

I ·1 - 4 ' 
FROM' Maria Rivera ~iansay, Chemist i~-1~ \ ~\ 

TO: 

Product Chemistry Team J J · J 
Risk Management and hnple1nentation Branch V 
Pesticide Re-evaluation Division (7508P) 

Bonnie Adler, CRM 
Risk Manage1nent and hnple1nentation Branch V 
Pesticide Re-evaluation Division (7508P) 

INTRODUCTION, 

A revised Reregistration Eligibility Decision (RED), Case nu1nber 2510, was issued in May 2009 for the 
Active Ingredient (AI) Permethrin. According to the RED, the generic data base supporting the 
reregistration of Pennethrin has been reviewed and found to be substantially complete. [Additional 
generic data are required to confirm the reregistration eligibility decision documented in the RED.] 

In the 8-1nonth response to the Permethrin RED, the registrant provided a Confidential Statement of 
Forn1ula (CSF) for the basic fonnulation, dated 04/30/2010; EPA Form 8570-35 (Data Matrix), dated 
03/14/2013; a draft label (dated 05/05/10;) and product che1nistiy data in MRID Nos. 00164297, 480853-
01, 487198-01, and -02. The registrant is requesting reregistration of their product, EPA Reg. No. 56783-
2. 

FINDINGS, 

I. EPA Reg. No. 56783-2 is an end-use rodenticide product containing the active ingredient, 
Pennethrin, with a label claim nominal concentrations of7.4%. The product is produced by a non­
integrated syste1n. 

2. Due to an inconsistent Density data between the CSF and the report, the CSF for the basic 
forn1ulation is not acceptable at this time. The Density is reported as specific gravity of 1.5 in the 
CSF and 0.15 g/cotton in MRID 00164297. The registrant may choose to revise the CSF to be 
consistent with the data in the study or submit a study that supports the specific gravity data 
presented in the CSF. 

Other information on the CSFs is acceptable. The nominal concentration of the active ingredient 
agrees with that on the draft label. The certified limits for the active ingredient and inert 
ingredient are acceptable in accordance with 40 CFR § l 58. l 75(b)(2). All ingredients listed on the 
CSFs are cleared for use in pesticide formulations. 

3. Except for Finding 4, the data reported in MRID Nos. 00164297, 480853-01, 487198-01, and -02 
satisfy the product che1nistry require1nents under Subgroups A and B, which pertain to Product 
Identity, Co1nposition, and Analysis, and Physical and Chemical Properties, respectively. 
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4. The require1nents concerning Guideline 830.6317 (Storage Stability) and Guideline 830.6320 
(Corrosion Characteristics) are not satisfied. The cited study in MRID number 487198-0 I and -02 
were conducted for 14 days at 40°C. Current regulations require this study to be conducted for 
one year at roo1n temperature or using the alternate method - accelerated study for 14 days at 
54°C. Additionally, the concentration of the active ingredient used in the study (approximately 
5o/o) is too different from that in the subject product (7.4o/o). A note in MRID nu1nber 00164297 
states that a 30-day accelerated stability study on this product was initiated on the week of 13 
October 1986. If this study was conducted at an elevated temperature range of50- 54°C, the 
registrant should submit this study for review. Otherwise, a new accelerated test or a one-year 
study must be conducted on the subject product. 

5. The Enforcement Analytical Method for the detennination of active ingredient content in the 
product is presented in MRID Nos. 00164297 and 480853-01. The 1nethod is adequate and 
satisfies the requirements under Guideline 830.1800_ 

6. The Ingredients State1nent on the draft label is acceptable as per 40 CFR § 156. l O(g) and PR 
Notices 91-2 and 97-6. It appears that there are no physical or chemical hazards anticipated for 
this product. The Storage and Disposal State1nents are acceptable in accordance with 40 CFR 
§ 156. I O(i)(2)(ix) and PR Notice 83-3. 

CONCLUSIONS: 

Except for Findings 2 and 4, the registrant has satisfied the product chemistry requirements for the 
reregistration of EPA Reg. No. 56783-2. 
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Product Chemistry Data 

Subgroup A: Guideline Series 830.1550 - 830.1800 (40 CFR §158.320 - 158.355) 
Product Identity, Composition, and Analysis 

Guideline Reference No. (GRN) 40 CFR§ MRID Number Data Fulfilled 
I Title 830 

830.1550 Product Identity and 158.320 480853-01 y 
Co1nposition 

830.1600 Description of 158.325 480853-01 y. 
Materials Used to Produce the 
Product 

830.1620 Description of 158.330 [Not required/or products NR 
Production Process produced by a non-

intezrated systeni] 

830.1650 Description of 158.335 480853-01 y 
Fonnulation Process 

830.1670 Discussion of 158.340 [Not required/or products NR 
Formation ofl1npurities produced by a non-

inteerated .systen1] 

830.1700 Preli1ninary Analysis 158.345 [Not required for products NR 
produced by a non-
inte<Jrated :,ysten1 7 

830.1750 Certified Liinits 158.350 480853-0 I y 

830.1800 Enforcement Analytical 158.355 480853-01 y 
Method 

Subgroup B: Guideline Series 830.6302 - 830.7950 (40 CFR §158.310) 
Ph 0 ldCh 0 \P 1vs1ca an em1ca rovert1es 

Guideline Reference No. Value or Qualitative MRID Number Data 
IGRNl I Title 830 Dcscriotion Fulfilled 

.6302 Color White 00164297 y 

.6303 Physical State Solid 00164297 y 

.6304 Odor "None (when dry)" 00164297 y 
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Guideline Reference No. Value or Qualitative MRIDNumber Data 
(GRN) I Title 830 Description Fulfilled 

.6314 Oxidation/ Reduction: NA - contains no Data Matrix NA 
Che1nical Incompatibility oxidizing or reducing 

a_gents. 

.6315 Flam1nability/Flame NA - contains no CSF NA 
Extension tlan1mable comoonents. 

.6316 Explodability NA - contains no 00164297 NA 
explosive co1nponents. 

.6317 Storage Stability (See Finding 4) 00164297, N 
487198-01 

.6319 Miscibility Not applicable. The Data Matrix NIA 
product is not intended to 
be diluted with petroleu1n 
solvents. 
No corrosion present on 

.6320 Corrosion packing n1aterial after 14 487198-02 N 
Characteristics days of storage at 40°C (See Finding 

(plastic bag) 4) 

.6321 Dielectric Breakdown Not for use around Data Matrix NA 
Voltage electrical equipn1ents. 

.7000 pH NA - Not dispersible with Data Matrix NA 
water 

.7100 Viscosity NA-Solid NA 

.7300 Density/Relative Specific gravity: 00164297 N 
Density 0. t5g/cotton ball 

Specific gravity: 1.5 (CSF) 

Explanations: Y = Require1nent fulfilled; N =Requirement not fulfilled; NIA= Not applicable; 
G =Data gap; U =Upgradeable; I= Incomplete or in progress; W =Waived; NR =Not required 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

July 20, 2011 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

MEMORANDUM: 

Subject: 

From: 

To: 

Applicant: 

EPA Reg. No.: 56783-2 I Mite Arrest 
DP Barcode: 391064 
Case No.: 2510 

\ ' ·-· r· , 

Jolene Trujillo, Biologist . . Lu 1c' '<- .]u'-;1.Y-'<-· 
Risk Management and Imp{ementation Branch V (7508P) 
Pesticide Re-evaluation Division 

Bonnie Adler, CRM 
Risk Management and Implementation Branch V (7508P) 
Pesticide Re-evaluation Division 

EcoHealth, Inc. 
33 Mt.Vernon St. 
Boston, MA 02108 

FORMULATION FROM EPA Reg. No. 56783-2 LABEL: 

Active lngredient(s): 
% by wt. 

Pennethrin ............................................................................................................... 7.4% 
Other Ingredient(s): ................................................................................................. 92.6% 

Total 100.0% 

Page 1 of3 
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BACKGROUND: In the 8 month response to the Permethrin RED, the registrant has cited acute 
toxicity studies to support the reregistration of their product, EPA Reg. No. 56783-2. The 
MRID's are as follows: 437997-01 (81-1), 437997-02 (81-2), 437997-03 (81-3), 478799-01 (81-4, 
waiver), 448338-01(81-5),438938-01 (81-6). Studies 81-1and81-2 were conducted by 
Biosearch Inc., 81-3 and 81-6 by Stillmeadow Inc., and 81-5 by AgrEvo UK Limited. The test 
material used in each of the studies was EPA Reg. No hese studies were previously 
reviewed by RMIBV/PRD on 06/22/10 and found acceptable. 

The registrant provided a waiver request in MRID No. 478799-01 for primary eye irritation. Based 
on the use of the product and information presented in the waiver request, the Agency agrees that 
eye irritation exposure potential is minimal, though still possible, therefore a toxicity category III 
classification is expected to provide adequate protection. 

RECOMMENDATIONS: 

• The acute toxicity waiver and studies cited are acceptable to support the reregistration of 
EPA Reg. No. 56783-2. 

The acute toxicity profile for EPA Reg. No. 56783-2 is currently: 

Acute Oral III Cited 
Acute Dermal IV Cited 
Acute Inhalation IV Cited 
Primary Eye III Cited 
Primary Dermal IV Cited 
Skin Sensitization non sensitizer Cited 

NOTE: The acute toxicity requirements have been satisfied for the subject product. 

LABELING: 

ID#: 56783-2 /Mite Arrest 

SIGNAL WORD: CAUTION 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS: 
Harmful if swallowed. Causes moderate eye irritation. A void contact with eyes or clothing. Wear 
long sleeved shirt and long pants, socks and shoes. 

FIRST AID: 
IF SWALLOWED: Call poison control center or doctor immediately for treatment advice. Have 
person sip a glass of water if able to swallow. Do not induce vomiting unless told to do so by a 
poison control center or doctor. Do not give anything by mouth to an unconscious person. 

IF IN EYES: Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove 

Page 2 of3 
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contact lenses, if present, after the first 5 minutes, then continue rinsing eye. Call a poison control 
center or doctor for treatment advice. 

Have the product container or label with you when calling a poison control center or doctor or 
going for treatment. You may also contact 1-800-xxx-xxxx for emergency medical treatment 
information. 

USER SAFETY RECOMMENDATIONS: 
User should wash hands before eating, drinking, chewing gum, using tobacco, or using the toilet. 

User should remove clothing/PPE immediately if pesticide gets inside. Then wash thoroughly and 
put on clean clothing. 

Users should remove PPE immediately after handling this product. Wash the outside of gloves 
before removing. As soon as possible, wash thoroughly and change into clean clothing. 

Page 3 of3 
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Adler, Bonnie 

From: 
Sent: 
To: 
Cc: 
Subject: 
Attachments: 

Bonnie, 

SJohns1825@aol.com 
Monday, November 04, 201312:11 PM 
Adler, Bonnie 
ariana@damminix.com 
56783-2 PC Review dated Aug. 6, 2013 
56783-2 data matrix & CSF 11-4-2013.pdf; 56783-2 PC review 08-06-2013.pdf 

In response to the subject product chemistry review dated August 6, 2013 (your Jetter dated October :?4, 2013), I have 
attached (in one document} a revised CSF and data matrix for this product. 

A new storage stability & corrosion characteristics study was conducted on Damminix; 56783-1 and was found acceptable 
by EPA. The subject product is identical in formulation so this same study (MRID No. 49081801) is being cited on the 
attached data matrix for 56783-2. 

As for the corrosion characteristics study (MRID No. 48719802) we disagree with the reviewer's finding that this study was 
not conducted in accordance with current regulations. The study was conducted in accordance with the guideline in affect 
at the time. This study was completed on January 13, 2012. The guidelines at that time specified a temperature range of 
40 -54 deg. C. The new guidelines specifying 54 +/- 2 deg. C were not in effect until November 16, 2012. 

Please let me know if you need anything further. 

Sharon M. Johnston 
Reg Guide 
509 Tower Valley Drive 
Hillsboro, MO 63050 
TEL: (636) 942-2583 
Cell: (314) 520-8554 
Fax: (636) 948-9720 
e-mail: Johnston@RegGuide.net 
OR sjohns1825@aol.com 

1 

27



{£-.= 
Form App<ov.;d OMS No 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
. , --·' 401 M Street, S.W • 

WASHINGTON, O.C. 20460 

Paporwork R11docllon Ael Notieo: The p11bhc repor!mg b11rrfrm ror lh1s coffectlon of mforma11on is csl•nrn1ed to average 0 25 hours per respof\Se tor reg1s11atm11.1ct1V111os and o 25 hours per 1esponse for 
rereu1slralmn and special review acbv1ties. mciudmg lime for rcad11111 ll1e 1nMruet•ons and cornplehng !h11 necessary I or ms Send comments regardlllQ tho burdm1 crnhmale m any othe1 aspect of !his collcct1on ol 
mlorn1at1rn•. illdU(ling suggestions ror rcdL11;mg ll1e bun-Jen l<l IJ1ri~c1or OPPE lfllormation Managernelll Div•~oon 121 )7) U S EnV1ronmcn1al Protc~11or1 AgancV 40 I M Stmot S VV VV11sl11ngton DC 20460 Oo not 
sc•\d tho !011n to t111s Jc!drcss 

DATA MATRIX 

Date No-;L!mher 4. ?01] EPA Reg No.IF11P. Symbol f,!jfijJ.;> Page 1 ot J 

Appl•cm11"~1Henrnt1m1t s Name & Address EcoH1Jnllt1. lno; rrmluct 
5b Haw(•~ Slllll.'I 

Moto Arum! 
8mokl11H•, MA lll·1·15 

1ngrf!d"H>I PC<n1.,thrm 

Guod!lhne He1eamco t~•m1t>er Gu1del1r.c S!udy Niimi' MHlfJ Nun1~cr Submmer Still US Noto 

!i1·1!H'.10 15~0 Ct."Jnlltal ltlN1l•ly 4808~301 Er.oH!lath OWN 

(; 1-:.!IUJ() 1600 & 1130. Hl50 8eg1nnmu Mnlumsl\l & Mm1ufu1:tu11ng ProcFJss ·HlOHr>.10 I EcoHeath OWN 

1;1.:J/IJJO 11)70 01scussmn "' fnrm.1tJ"n <lf lnlpurrt1r!s ·UI011'";101 EcoHftatt< OWN 

fil· 118JO 1100 Prel1mmilry Anilly"s "'· " 
,_,.._. 

,,,,,., 

fJ2·21830 1750 Ct!rt1f<1::.hot~ or lr'l(ll!•tl•eH1 Llin•ts ~llOSf,3(1 t EcoH~atti OWN 

lil-.111130 11100 Analytical MuU>ud lo Vr!llly Ce11•11tt(J L1ml!~ ·Ul08~J01 EcoHClath OWN 

liJ·:.!lllJO (i:J02 Color 16~}91 FcoHeath OWN 

ij).)1830 6303 Phys1vit 51.11 .. 1642\Ji Eco Heath OWN 

tiJ--11830 630-~ Octo: lf,.l~'Ji Eco Heath OWN 

f,J.511130 7200 Mul11n\)Po11lt NA· EP 

ti]-!i/H'.10 7220 Brnl1n11 Pornl Nf\.E.P 

ti~·fltlJO 7300 1Jenf,1ly. B"lk U!lusoly '-'I Spttult<. Gr<w1ty 1!)•12<J7 E<:oH•rnlh OWN 

lj] 8'1130 /840 & 1130 7860 Solu1J1111y NA Er 

6J-\)1fjJ{) f9~0 Vapor f'•er.sw>J NA EP 

63-101830 7370 01ssor.•il1tOn Cori~l.~111 NA- FP 

S1unalur" -~ N;1me and T •1le 0~1•1 

. ~ ';:::;::.?"' St1aro11 M Juhu~tu11 
:-.-· -~ --- Rr:yui;\\wy C"n~ult,1t1! 1 T-(J<l-J01J - - -- -- -- _,___ 

F f'A. l-<'!m esro.35 r!l-971 Electronif. and Papt·r '""""'""• a~,,,lab~, '>unn"t only Paper versoon Aooncy lnlornal Uso Copy 
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,····. I o•m 1\pprov;t<l OMB No 207Q.OlJ60 

.' A I UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
\l.Ti; 401 M Street, S.W. 

' --
WASHINGTON, D.C. 20460 

Paporwork R:oductlon Acl Notleo: lhc publ•c repor1mg burden fo• 1h'1s calleehon ol lnlom111t101l 1s estlnm!ecl 1o 11vc1agc 0.25 hours per response lot rc9is1rilllon achv1!1e~ mill o '..!5 tiot1rH put nl$pom;.e rrn 
reregis!rnllon anti spocml review 11c11v1i.11s. 111ciud1ng l1me for read1n11lhe1ns11uct1ons a11d cornplet•orJ thu neccss<iry lorrns. Send oomn1ents 1egard111g 1he burden estimate 01 rmy other ;ispi~Cl of !his co!IC!ci1on o1 
1nlormal!on 1nelud1ng Sl<jJa1!$lums lor reducing the burden to 01rector. OPP( tnform;n•on M.1rmumnuu1 D1vismn (2 I 371 U S. Env1ronn1entat Protechon Agency. ~01 M S1reut SW W;1shing1on. DC 20460 Do nol 
send lhe lorm lo lhis mldrcss. 

DATA MATRIX 

O<t!C Novenlber4. ]01'.J EPA Reg No.IF•le Symbol 567HJ·2 Page 2 o! :i 

App11canfstReg1srrnnt s Nmmi f. Ad<tre~s Ec0He<1l1h. Inc ProrJuci 
Sti Hawes Street 

Mot., Au,,~1 
Brookline. MA 02446 

ln9rod,.ml P!lm1,;thnn 

Gwdehm! llef!lnmcr. N11n•her Gwcleline Sludy Name Mill[) NumlHl! Subm1l1er S!11!U5 NOi!! 

fi3·1 llf!JO 757U OclllflDI Water Partition Coelflr.•nnl NA· EP 

£J.121a:11i 1ono nH ..• "'' "'~"'" ,.,, 
-~ 

63· 1 :1111:10 UJ 1 J Stab<11ty NA· EP 

63- 14/HJO 6'.l 1·1 Ox.01t;ng1Reducmg Acton '" ...... ~ .. ··•:•» 
·''"'··-·~~-·· 

(iJ.151830 fill~\ Fl~n1111:ib1l1!y ll\4297 EcoHeath 01/VN 

63 161830 r,J 1\; E~plod<tb•lity 'jA '"'•"'''"''"''' 
<•;•·'·"" 

GJ tf/830631/ Stor<1ue Stab•lily 49081801 EcoHea!h OWN 

f>J-161830 1100 1/!scosity NA. sol•d 

fi'.l-1911110 (jJ\<j 1.1.~r.•b•hly "" •• < "·'·'"'' ••• , 
.~•· .,.,,, .,., ,,, 

fi]·2(~fl10 f;]2(1 C<>rrosmn Ct•nr;ir.tenst";s ·18719802 EcoHcallh OWN 

fi3·201!\~0 fi321l Corrosmn Chi11<1c1ens11cs ·1qOIJ11101 EcoHealth OWN 

63·211113U fj;\21 01e!ec1•1c Brea~down Vollage '" ..... ' ··•·· ,, .. , .. ~. ,, ""'""''"'·""' 
Ill 111170 1100 Acule Oral T ox•c1ly •IJ7!J9!01 Valenl 810Sciences Corpuratmn PER 

111 <>mro 1~uo Acute Dermal Toxicity .\'.119970, Valent e;oSclences Corpuration PER 

Hl-Jlll/O l:JOO Acolt! lnhal<1l1on T ox1e1fy .\J19070J Valeri! B10Sc1ences Corporat1or1 Pfll 

Soqnilhl•e _ --~ ,. ,,.. Name and T1!1e Llaie 

>-~~?'<---
Sharon M .Jnl1n~l·m 
RegulitlC)')' (,<)n~ull,1nt 11-t)~-2013 

f.PAffum i\~70- l~o 1!1·971 f-li.c1rnt11c and Par,e• v>!•S•Ot1S av;lt1i!ille-5.,11m1t only P,11>"' """ILJ11 Agoncy lnlorn"I U110 Copy 
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,, ... ~ . Form Approved QMB No 2010-006[1 ... UNITED STATES ENVIRONMENTAL PROTECTION AGENCY '=:\ '· .: 401 M Street, S.W . . -· 
WASHINGTON, 0.C. 20460 

Paporworll RoducUon Acl Not!co: The pubk. reponm.u trnrrfon tm lh1s C<111ec110n ol 1nformat1on IS esl1ma1ed lo llVtlmge 0.2!"1 hours per response !or 1eg1s11111lm111ct1viUns ;ind 0.25 hours per response !I)! 
rereg1strahcm oml spoi:ml review activilles. mclud111g time !of ruadlll\! 011, 1nslruchons and complohng the nncessary fo•ms Send comments regarding !lie bualon estimate or any other aspecl of !his colled1on of 
1nlorm:Ulo11 mclurJ1nu suggestions for 1educ11ig Jhe b11rdnn lo Director Of'f'E lnformat1on Manage mum D1111mo11 (2137) US Environmental Pro!ec11on Agency 40 I M Struo1. SW Washington. DC 20460 Do 1101 
send the forr11lo11115 mldre!s. 

DATA MATRIX 

Dale No•·ointiur 4. ?01 J EPA Reg NoJF1le Symbol 56783·~ PageJor"3 

Apphcr1111's/Rou1s1r11n1·~ NH11111 & Address Ei:oH1111llh. In!;. Producl 
51) I laWf!~ Slr11"! 

M1!IJ llffllSI 
81n1Jkliru1. MA 024•16 

lngr11d1r>n! Pc•me!h••n 

G111<:1ehrw, Reference r~urnber Guldehne Sturly Nnmr. Mf(I() Number Subm11ter Status Note 

111-41870 ?·100 Prm1ary i::y.,, 1rutut1011 47879[101 Eco Health OWN WalYe< Re<11Ju~t 

Hl-~11170.;!51)0 Pnm11ry Dnrn1nl l1r1tahcm 44fl:1:ino1 Valent BmScmncus Corporlllnrn PER 

l!l·Htll70 2!iUll Dernu11 Sun~•li1.ul11m ·l'.lflHJl:!01 V11!1111I BioScience~ Corpor,1!1011 PER 

S1gnalrn<1 ~~~--- Name 110!1 Tille Dale 
St111ror> M Jnlrn~ln" --·- -' - :.: - _ .. 
RH1,tUlalnry C<•ll~lJll01n1 11.011.io13 

[- f'A fonrLa<;.70.35 \§.gfj· Electroruc a"d l;;;·,,;;-r .,..,r'>•On~ .1~.11l.11ii.~ Subn11t only Paper ver!.!U" Agoncv lntornal Use Copy 
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; . .;;'·. ·=· \'.,/ 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S. W. 
WASHINGTON, D.C. 20460 

~Otrn App1011Crl OM6 No 2070-0060 

Papo1Work Roduc:lion Act Nollc:o: Tt10 pL1bbc reporting burden for lh1s collection ot informol1on ir. cshma!od to average 0.25 hours per respcmse !or reg1stral100 ;ict1v111e~ and ll 25 l1our& per icsponse lot 
rereg•slro11011 ond s1moal 1uv1ew ar.t1v111es. 111ciud11>{1 time for 1eading the 111st111c1lons and con1plet11111 !111'.l •w.Cf'!ssnfY forms Send rommen1s rega1d1rtg !he b11rden cstuna!ti 01 any o1hcr aspect ot thl'i rolleci1on or 
+nformnt1'on 111ck1d1ng sugyest1m1~ to1 reduc1!l{j I~ burden to [}rector. OPPE lnkumal1on Mar~1g11mont 01V1s10~ 12 137), U.S. E11v11onmen!at Protec1ion Agc11q1_ 40 \ M 51t1.'l'l1. S VI/. W!rnt'<ng1on, OC 20460 Oo 1101 
send lhe fonn lo U11s ad1.hess 

Dale Noven1b1J1 <\, 7013 

App!1can1's/Rcg1s!ri1r11 s N;imc & f\ddft!SS 

Porn1C!h11n 

Signature 

~ ~"'" 
-~ ~~: 

EcoHeal!h, lnc. 
56 Hawes Street 
Brookline. MA 024J6 

DATA MATRIX 

EPA F,Jifl~!ll'O-'.t!\'(9-!11'1 Ek!clror11r. mid Paper Vf!fS•O!IS avadable 5ubr111t only !';Jl>I" vc<~•O" 

EPA Reg No/File Symbol 56183·2 

P1od11c1 

Mile 11.Hu$1 

Subm1t1er 

Ec0Hea1h 

EcoHeaiti 

EcoHeath 

EcoHeatll 

EcoHeatti 

EcoHe<ilh 

EcoHea!h 

Ec0He<1tt"t 

EcoHeillh 

Name and T•tle 
Sharon M )•)hn~ton 

Regwla!\1ry Con~ul!an! 

SlilhlS 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

owr~ 

OWN 

PubUc Fiio Copy 

Page 1 of 3 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, O.C. 20460 

Fon11 Approved OMB No 2070-nOOO 

Paporwork Roduetlon Act Notlco: The pubhc repo111~ liuntc11fm1hls colloclicm of mformat10111s osl!m111ed to avorogc o 25 llours per response.for re111s1r1111on 11cli111tu?s and 0.25 hours per rcsponsa lor 
rc111gislr11!1on ;m(l special review at11vities. 1ndudin11 h1rn1 for rrial'.llr.g 1ho lnsl11.1chons and complelin11tha11eooss111y lorms_ Se ml commenls reg aiding the buu.1en nstinmlc or any other aspect of this conect1on or 
informaln>n. 1ndmtmu soggestrons lor reducing !he burden 10 Du(!ctor. OPPE Information Management Division ~21J7J U.S. Env1ron~ntal Pro1ect1on Agency. 401 M 5!1~e1 SW .. Wash1ng1on. DC 20460 Do not 
send ltm form 10 lhtS address. -

DlltQ Novemllor 4, 20 1J 

Apptlcun1's/H0j11s1111nt's Name & Address 

lngred11Jo\ Permethrin 

~~-""~.·- ·-_...-

l:PA~ 

EcnHoulth, !nc. 
56 Howes Slreat 
Brouklmo. MA 02<1.Jti 

DATA MATRIX 

Subm•t only Paper verso on 

EPA Re11 No./File Symllol 5fi7!l3-;> 

Produci 

MlteArr,;sl 

SubmoUe• 

Valcn1 B10Sc1er>cm. Corp!lfolll•Jn 

EcoHealh 

Eco Heath 

Ec0Hc11lto 

Ecol-luallh 

Vnlen1 610Sc1ences Corpor.illon 

Va,enl B10Sc1ences Corporallon 

Valen! B10Sciences Corpor<1ho" 

Name and T1Ue Sharun M Jot1nston 

Rogul;1t,,ry Con:ollllanl 

S1alus 

OWN 

OWN 

OWN 

OWN 

PER 

PER 

PER 

Public Fiie Copy 

Page 2 ol 3 

Not» 

Daiei 

11-0•1·~01'.I 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OCT 2 4 2013 OFFICE OF CHEMICAL SAFETY 
AND PO,LLUTION PREVENTION 

CERTIFIED MAIL 
Sharon Johnston, agent for EcoHealth, Inc. 
RegGuide 
509 Tower Valley Drive 
Hillsboro, MO 63050 

Subject: Product Chemistry Review for the Permethrin Reregistration Eligibility Decision· 
Document (RED), April 2006 
EPA Reg. No. 56783-2 

Dear Ms. Johnston; 

The Agency has reviewed the product chemistry data you have submitted to support the 
Permethrin RED. The Confidential Statement of Formula (CSF) is not acceptable because the 
density value on the CSF varies from the submitted data. Therefore the guideline requirement 
for density (830. 7300) is not acceptable. You may revise the CSF or submit new date to resolve 
this discrepancy. In addition, the submitted storage stabilty and corrosion characteristics study 
(guidelines 830.6317 and 830.6320) is not acceptable. New regulations for an accelerated 
study require 14 days at 54'C. Jn study 00164297, it was noted that a 30 day accelerated study 
was conducted in 1986. If this study is available for review, please submit it for review. 
Alternatively, a new on-year study or an accelerated test must be submitted. Please refer to the 
enclosed review for details. 

You must submit the outstanding data and any revisions to your CSF to the Agency 
within 10 days of receipt of this letter. If new data are to be conducted, a time extension request 
must be submitted to the Agency within the same time frame. A copy of the review is enclosed. 
If you have any questions. please call me at 703-308-8523. 

enclosure 

Sincerely, 

:o/';#Zi• !Jr(,,, 
Bonnie Adler 
Risk Management and Implementation Branch V 
Pesticide Re-Evaluation Division 

34



Ple•.ie 1e•d i'n.itNCtioM on re11t1ne "-fore comn g fonn. Form Approve< AB No. """"0-00'" '·'8-Q5 

United States B kegistration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
Washington, DC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

56783-2 Mark Suarez 
0None D Restricted 

4. Company/Product (Name) PM# Mite Arrest 
13 

5. Name and Address of Applicant (Include ZIP Coda) 6. Expedited Reveiw. In accordance with FIFRA Section 3fcH3l 
EcoHealth, Inc. (b)(iJ, my product is similar or identical in composition and labeling 
56 Hawes Street to: 
Brookline, MA 02446 EPA Reg. No. 

D Ch9ck if this is a new address Product Name 

Section - II 

D Amendment - Explain below. LJ Final printed labels in repsonse to 
Agency letter dated 

0 Resubmission in response to Agency letter dated 01-11-2013 D ~Me Too~ Application. 

D Notification - Explain below. D Other - Explain below. 

Explanation: Use additional pagefs) if necessary. (For section I and Section II.) 

Application for Re-Registration - Submission of Storage Stability data 

e-mail: Johnston@RegGuide.net 
Fax: (636) 948-9720 

Section - Ill 
1. Material Thi• Product Will Be Packagiid In: 

Child-Resistsnt Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

t2j y,, t2j y,, t2l 
v .. ~M'"' No No 

Plastic 
No Glass 

• Certification must If "Yes" No. per If "Yes" No. per Paper 
Unit Peckeging wgt. conteiner Package wgt container Other (Specify) 

be submitted 
I 

3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions 

[.!'.'.' Label LJ Container 2.5 lbs LJ Onlabel 

6. Manner in Which label is Affixed to Product LJ Lithograph 0 Other printed directly on ._1a1..kage 
Paper ~lued -
Stenci &d 

Section - IV 
1. Contact Point (Complete items directly below for identification of individual to be contect11d. if nacusary, to prOcB$'1 tni-; app/ication.J 

-
Name Title l a1epnone No. <:ncluoe Area Code) 

Sharon M. Johnston Regulatory Consultant (636) 942-2583 

Certification 6. Date :\p~J;.::ation 

I cenify that the statements I have made on this form and all attachments thereto era true, accurate and complete. Received 

r acknowledge that any knowlinglly false or misleading statement may be punishable by fine or imprisonment or 
both under applicable law. 

(Stamped I 

2. Signatur~ 3. Title 

---
-----

Regulatory Consultant 

4. T ed Name 5. Oeta 

Sharon M. Johnston 
March 14, 2013 

.. 
EPA Form 8570-1 (Rev. 3-941 Previous ed1t1ons ere obsolete. . 

White - EPA File Copy (ongln•lt YeAow - Applicant Copy 35



(~'] 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY _, 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activifies and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collec~on of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date March 14, 2013 EPA Reg No./Fi!e Symbol 56783-2 Page 1 of 3 

Applicant's/Registrant's Name & Address EcoHealth, Inc. Product 
56 Hawes Street Mite Arrest 
Brookline, MA 02446 

Ingredient Permethrin 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

61-1/830.1550 Chemical Identity 48085301 Eco Heath OWN 

61-2/830.1600 & 830.1650 Beginning Materials & Manufacturing Process 48085301 EcoHeath OWN 

61-3/830.1670 Discussion of Formation of Impurities 48085301 EcoHeath OWN 

62-1/830.1700 Preliminary Analysis NA. not an '"teg'Ol<d 
systom 

62-2/830.1750 Certification of Ingredient Limits 48085301 Eco Heath OWN 

62-31830.1800 Analytical Method to Verify Certified Limits 48085301 EcoHeath OWN 

63-2/830.6302 Color 164297 EcoHeath OWN 

63-3/830.6303 Physical State 164297 Eco Heath OWN 

63-4/830.6304 Odor 164297 EcoHeath OWN 

63-51830.7200 Melting Point NA-EP 

63-61830.7220 Boiling Point NA-EP 

63-7/830.7300 •)'!Prity, c1..:~ Density or Specific Gravity 164297 Eco Heath OWN 

63-81830.7840 & 830.7860 Scl1..bility NA- EP 

63-91830.7950 Vapor Pressure NA-EP 
-·· 

63-10/830.7370 Disso(,iat1on C'lnstant NA-EP 

-· 
Sigc>tme ~ Name and Title Date 

Sharon M. Johnston 

~ - Regulatory Consultant 03-14-2013 

r . nr~n nr on n~> ro • . , " . "··---'--- -··-"-LO. <" .. L " --•• "---- ••·--'-- A----··•-•----· 0 ·-- ---·· 
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........... Form Approved OMB No. 2070-0060 

~A, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY ., 
401 M Street, S.W. -;:;/ 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street. S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date March 14, 2013 EPA Reg No./File Symbol 56783-2 Page 2 of 3 

Applicant's/Registrant's Name & Address EcoHealth, Inc. Product 
56 Hawes Street Mite Arrest 
Brookline, MA 02446 

Ingredient Permethrin 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Noto 

63-111830.7570 Octano! Water Partition Cosfficlent NA-EP 

63-121830.7000 pH NI<· not d"porslble 'Mii> 
woler 

63-131830.6313 Stability NA-EP 

63-141830.6314 Oxidizing/Reducing Actin NI<. oonlaln• no OJ<id0:1ng 
or reduciog •Qents 

63-151830.6315 Flammability 164297 Eco Heath OWN 

63-161830.6316 Explodability NI< . oot poloOli~lty 
explosOto 

63-17/830.6317 Storage Stability Vol.1 of1 Eco Heath OWN 

63-181830.7100 Viscosity NA -solid 

63-191830.6319 Miscibility NI<. not d1lul•blo ,.;1h 
pekoleum •olvents 

63-20/830.6320 Corrosion Characteristics 48719802 Eco Health OWN 

63-21/830.6321 Dielectric Breakdown Voltage NI< - nol for uso around 
&loc~lcol equ;pmonl -

81-1/870.1100 "cutp Ora' .,..cxicitv 43799701 Valent BioSclences Corporation PER --
81-2/870.1200 Ac•!!"3 Derr.Jul To..:ii;1iy 43799702 Valent BioSciences Corporation PER 

81-3/870.1300 Acute Inhalation Toxicity 43799703 Valent BioSciences Corporation PER 
--

81-4/870.2400 Prirnar .• Eye lrr1tation 47879901 Eco Health OWN Waiver Request --
Signature Name and Title Date 

~ ... Sharon M. Johnston 

~ Regulatory Consultant 03-14-2013 

-- <>c"'"' "'" '" n'71 "'--'·--'- __ ..,, n---· ., __ , ___ - --"-'-'- ''"·"-" --•·· "---• ·-·-•-- ·----·· ·-·----· "-- ... ____ 
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,., .. .,.,, Form Approved OMB No. 2070-0060 

t ft ' 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY ... 401 M Street, S.W. ,,:;:;' 

WASHINGTON, D.C. 20460 

Papeiwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration aclivifies and 0.25 hours per response for 
reregistration and special review activities, inc!uding time for reading the instructions and completing the necessary forms. Send comments regarcfing the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date March 14, 2013 EPA Reg No./File Symbol 56783-2 Page 3 of 3 

Applicant's/Registrant's Name & Address EcoHealth, Inc. Product 
56 Hawes Street 

Mite Arrest 
Brookline, MA 02446 

Ingredient Permethrin 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

81-51870.2500 Primary Dermal Irritation 44833801 Valent BioSciences Corporation PER 

81-61870.2600 Dermal Sensitization 43893801 Valent Biosciences Corporation PER 

" " " 

-

-
Signature.......-~ Name and Title Sharon M. Johnston Dffio 

Regulatory Consultant 03-14-2013 

n•~ A<:7rL'I<: /0 07\ i:;ronl~n;~ ~ml D~nn• ,,.,....,.;nn~ ~,,,.;b"I" "'""~;+ nnlu D~nn' >n>•dnn An4nnu ln+..•n,.111.,,. f'nnu 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Form Approved OMB No. 2070-0060 

Paperwork Reduction Act Notice: The public reporflng burden for this collection of information is estimated to average 0.25 hours per response for registration activitles and 0.25 hours per response for 
reregistration and speclal review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this co!lection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

Date March 14, 2013 

Applicant's/Registrant's Name & Address 

Ingredient Permethrin 

EcoHealth, Inc. 
56 Hawes Street 
Brookline, MA 02446 

DATA MATRIX 

"fOrrn 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

EPA Reg No./File Symbol 56783-2 

Product 

Mite Arrest 

Submitter 

Eco Heath 

EcoHeath 

Eco Heath 

Eco Heath 

Eco Heath 

EcoHeath 

Eco Heath 

Eco Heath 

Eco Heath 

Name and Title 
Sharon M. Johnston 
Regulatory Consultant 

Status 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

Public File Copy 

Page 1 of 3 

Noto 

Date 

03-14-2013 
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(;.il ,_, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Form Approved OMB No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review acUvlties, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, inclllding suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

Date March 14, 2013 

Appt1canfs/Registranfs Name & Address 

Ingredient Permethrin 

EcoHealth, Jnc. 
56 Hawes Street 
Brookline, MA 02446 

DATA MATRIX 

orm 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

EPA Reg NoJFile Symbol 56783-2 

Product 

Mile Arrest 

Submitter 

Valent BioSclences Corporation 

EcoHeath 

Eco Heath 

Eco Health 

Valent BioSciences Corporation 

Valent Biosciences Corporation 

Valent Biosciences Corporation 

Eco Health 

Name and Tille Sharon M. Johnston 
Regulatory Consultant 

Status 

OWN 

OWN 

OWN 

PER 

PER 

PER 

OWN 

Publlc Fiie Copy 

Page 2 of 3 

Note 

Date 

03-14-2013 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Fonn Approved OMB No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration aclivifies and 0.25 hours per response for 
reregistration and special review activities, including lime for reading the instructions and comp!eling the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, Including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street. S.W., Washington, DC 20460. Do not 
send the form to this address. 

Date March 14, 2013 

Applicanfs/Registrant's Name & Address 

Ingredient Permethrin 

EcoHealth, Inc. 
56 Hawes Street 
Brookline, MA 02446 

DATA MATRIX 

EPA Reg No./Fi!e Symbol 56783-2 

Product 

Mile Arrest 

Submitter 

Valent BioSciences Corporation 

Valent BioSciences Corporation 

Name and Tltle Sharon M. Johnston 
Regulatory Consultant 

Status 

PER 

PER 

Public Fiie Copy 

Page 3 of 3 

Note 

Date 

03-14-2013 
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January 16, 2012 

Pesticide Re-Evaluation Division (7508P) 
Office of Pesticide Programs 
US Environmental Protection Agency 
One Potomac Yard (South Building) 
2777 S. Crystal Drive 
Arlington, VA 22202 

ATTN: Bonnie Adler 
Chemical Review Manager 

RegGuide 

Permethrin; Case No. 2510; PDCJ-109701-26513 

SUBJECT: EcoHealth, Inc. 
Damminix®; EPA Reg. No. 56783-1 
Mite Arrest®; EPA Reg. No. 56783-2 
Submission of Storage Stability & Corrosion Characteristics data 

Dear Ms. Adler: 

Pesticide Regulatory Services 

48719800 

Enclosed, please find 14-day elevated temperature storage stability and corrosion characteristics data in 
response to the Permethrin data call-in notice tor the above-subject products. These products are identical 
in formulation but are marketed in different packaging. 

The following materials are enclosed: 

A transmittal document is attached as page 2 of this letter. 

If you have any questions, please do not hesitate to contact me at (636) 942-2583. 

Sincerely, 

~~ 
Sharon M. Johnston 
Regulatory Consultant 
Agent For EcoHealth, Inc. 

Enclosures 

Cc: Ariana Ganak; EcoHealth 

Sharon M. Johnston, Esq. 
509 Tower Valley Orive 
Hillsboro, MO 63050 

Tel'. 636-942-2583 
Fax: 636-948-9720 
e-mail: Johnston@RegGuide.ne! 
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January J 6, 2012 
Pagel 

TRANSMITTAL DOCUMENT 

1. Name and Address of Submitter 

EcoHealth, Inc. 
33 Mt. Vernon St. 
Boston, MA 02108 

2. Regulatory Action in Support of Which This Package is Submitted 

Application for Re-Registration 

Damminix®; EPA Reg. No.: 56783-1 
Mite Arrest®; EPA Reg. No. 56783-2 

3. Transmittal Date 

January 16, 2012 

4. List of Submitted Studies: 

MRID No. Volume No. 

48719801 
1 of 2 

48719802 
2 of2 

OPPTS 
Guideline No. 

830.6317 & 6320 

830.6320 

Study Title 

Physical & Chemical Characteristics of 
Damminix® Tick Tubes: Storage Stability 
and Corrosion Characteristics 

Physical and Chemical Characteristics of 
MJTEARREST® Insecticidal Bedding For 
laboratory Rodents: Corrosion 
Characteristics 

Company Official: ,,S"'ha.,r,,_on"-"M"-. ,,_Jo"'hll.n,,,s,,,to'"n'---------­
Regulatory Consultant 
Agent for EcoHealth, Inc. 

Phone: (636) 942-2583 

Signature: ~ 
Company Name: EcoHealth Inc. 
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Pft11•.it11 rt111d /t11tructioM on ~--t!l JJ.fore CO• fina form. Form Appro1 OMB No ....... 0-00"' • "·"8·0.5 

United States D Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
Washington, DC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classificetion 

56783-2 Mark Suarez 
[2]None D Restricted 

4. Company/Product (Name) Mite Arrest PMI 
13 

5. Name and Address of Applicant (Include ZIP Code/ 6. Expedited Reveiw. In accordance with FIFRA Section 3icH3) 
EcoHealth, Inc. (b)(i), my product is similar or identical in composition and labeling 
33 Mt. Vernon St. to: 
Boston, MA 02108 EPA Reg. No. 

D Check if this is s new sddress Product Name 

Section - II 

D Amendment· Explain below. LJ Final printed labels in repsonse to 
Agency letter dated 

D Resubmission in response to Agency letter dated D •Me Too· Application. 

D Notification· Explain below. D Other· Explain below. 

Explanation: Use additionel page(s) if necessary. (For section I and Section II.I 

Application for Re.Registration· Submission of Storage Stability & Corrosion Characteristic data in response to the permethrin PDCI 
e-mail: Johnston@RegGuide.net 
Fax: (636) 948-9720 

Section - Ill 
1. Material This Product Wiii Be Peek.aged In: 

Child-Resistant Packaging Unit Packaging Weter Soluble Packaging 2. Type of Container 

t2l y,, t2l y,, t2j y., ~Mot•I 
No 

Plastic 
No No Glass 

• Cflrlification must If "Y1.1s" No. per Jf "Yes· No. p~r Paper 
Unit Packaging wgt. container Package wgt container Other !Specify) 

be submitted 
' 

3. Location of Net Contents Information 4. Size(sl Retail Container 5. Location of Lebel Diractions 

l.r: Lebel LJ Container 2.5 lbs Ll Onlabel 

6. Menner in Which Lebel is Affixed to Product LJ Lithogreph 0 Other printed directly on package 
Peper Pelued 
Stanci ed 

Section - IV 
1. Contact Point (Complete items directly below for identification of individual to bB contacted, if necessary, to process this apph"cetion.J 

Name Title Telephone No. (Include Area Code) 

Sharon M. Johnston Regulatory Consultant (6361 04.<-2583 
---

Certification 6. Oat.a Application 

r cenify that the statements I have made on this form end ell attachments thereto are true. accurate and complete. Rece-'vad 

I acknowledge thet any knowlinglly false or misleading statement may be punishable by fine or imprisoivnent "lr 
both under applicable law. 

(Stamped) 

2. Signature 

~-;_,---
3, Title 

::;; Regulatory Consultant 
~ 

4.T~mt( 5. Date 

January 16, 2012 
Sharon M. Johnston 

.. EPA Form 8570·1 !Rev. 3-94) Previous editions are obsolete. 
. . 

Yellow • Applcent Copy 44



/'"">+ 
Form Approved OMB No. 2070-0060 

~~l UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
s.112, 401 M Street, S.W. - WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden forth is collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 li"t'r~ ;:icr respo1.&~ for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other i.spert of this collection of 
Information, inclu-ding suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 401 M Street, S.W., Was:1i.1gton, DC 204'10. Do not 
send the form to this address. 

DATA MATRIX 

Date January 16,2012 EPA Reg No./File Symbol 56783-2 Pane 1 of 3 

Applicant's/Registrant's Name & Address EcoHealth, Inc. Product 
33 Mt. Vernon St. Mite Arrest 
Boston, MA02108 

Ingredient Permethrin 

Guideline Reference Number Guideline Study Name MRIDNumber Submitter Status Noto 

61-1/830.1550 Chemical Identity 48085301 EcoHeath OWN 

61-21830.1600 & 830. 1650 Beginning Materials & Manufacturing Process 48085301 Eco Heath OWN 

61-3/830.1670 Discussion of Formation of Impurities 48085301 EcoHeath OWN 

62-1/830.1700 Preliminary Analysis Nil - ool ao ;ntegrelod 
system 

62-21630.1750 Certification of Ingredient Limits 48085301 EcoHea!h OWN 

62-31830.1800 Analytical Method to Verify Certified limits 48085301 Eco Heath OWN 

63-21830.6302 Co!or 164297 Eco Heath OWN 

63-3/830.6303 Physical State 164297 EcoHea!h OWN 

63-41830.6304 Odor 164297 EcoHeath OWN 

63-51830.7200 Melting Point NA-EP 

63-6/830.7220 Bo!llng Point NA-EP 

63-71830.7300 Density, Bulk Density or Specific Gravity 164297 EcoHeath OWN 

63-81830.7840 & 830.7860 Solubility NA-EP 

63-9/830.7950 Vapor Pressure NA-EP 

63-10/830.7370 Dissociation Constant NA-EP 

Signature 

~'-"'·--•~ ~-" o~""' .,,,,~·-n~ aua lahl~ '>• ,h...,Tt ""~' Oa-Bo •~•~'"" 
Name and Title Sharon M. Johnston Date 

Regulatory Consultant 01-16-2012 -co• .&,,.,,,,~,.Int""""'' 11~,. ,...,,_., 
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..... ~,, Form Approved OMB No. 2070-0060 

(.6zl UNITED STATES ENVIRONMENTAL PROTECTION AGENCY ,_,, 401 M Street, s.w. 
WASHINGTON, O.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 !"")'Ir> ;>Jr respo.1 .. e tor 
reregistration and special review activities, including time for readlng the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other ..ispert of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Wa~h;ngton, or 20450. Do not 
send the form to this address. 

DATA MATRIX 

Date January 16, 2012 EPA Reg No./File Symbol 56783-2 Page 2 of 3 

Applicant's/Registrant's Name & Address EcoHealth, Inc. Product 
33 Mt. Vernon St. 

Mite Arrest 
Boston, MA 02108 

Ingredient Permethrin 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

63-111830.7570 Octanol Water Partition Coefficient NA-EP 

63-121830. 7000 pH NA.""' d'•f>Orslb1e v.itn 
W~IO' 

63-13/830.6313 Stability NA- EP 

63-141830.6314 Oxidizing/Reducing Actin NI\. oonialns no O•idiZ"1Q 
or reducinQ ogonts 

63-15/830.6315 Flammability 164297 Eco Heath OWN 

63-16/830.6316 Ex.plodablllty NI\ - not f>O!<ntiarly 
••plosWe 

63-171830.6317 Storage Stability Vol.1of2 EcoHeath OWN 

63-18/830.7100 Viscosity NA-solid 

63-19/830.6319 Miscibility NI\. Mt d,luleblo v.itn 

pel<oleum '°"""'" 
63-20/830.6320 Corrosion Characteristics Vol.2of2 EcoHealth OWN 

63-21/830.6321 Dielectric Breakdown Voltage NI\ - not for"'" arouOd 
ele<:!Oc.I oqu;pmon\ 

81-1/870.1100 Acute Oral Toxicity 43799701 Valent BioSciences Corporation PER 

81-2/870.1200 Acute Dermal Toxicity 43799702 Valent BioSciences Corporation PER 

81-3/870.1300 Acute Inhalation Toxicity 43799703 Valent BioSciences Corporation PER 

81-4/870.2400 Primary Eye Irritation 47879901 Eco Health OWN Waiver Request 

Signature 

~ 
Name and Title Date 

Sharon M. Johnston 
/ Regulatory Consultant 01-16-2012 

<=Dll"'" n '>~ U>-07\ <=I<>~+.,.,.;~ ~ml c~""' ,,,...,;,,,.,~ ,,,.,,;l,,hl<> i;:,,h..,;I ""h' p,,.,.,, .,,.,~;,.,., A"a""" 1,..,. • .,,.1 11~ .. ,..,,.,,. 

46



~';;.'·1 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~ 401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collectlon of information is estimated to average 0.25 hours per response for registration activities and 0.25 l'>'l'lr. ;i~r respo.1~e t.:ir 
reregistration and special review act!vities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other -lSpe'i of this collecfion of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street. S.W .. Wa~h,ngton, or 204'.lO. Do not 
send the form to this address. 

DATA MATRIX 

Date January 16, 2012 EPA Reg NoJFlle Symbol 56783·2 PaQe 3 of 3 

Applicant's/Registrant's Name & Address EcoHealth, Inc. Product 
33 Mt. Vernon St. Mite Arrest Boston, MA 02108 

Ingredient Permethrin 

Guideline Reference Number Guldeline Study Name MRlD Number Submitter Status Note 

81-5!870.2500 Primary Dermal Irritation 44833801 Valent BioSciences Corporation PER 

81-61870.2600 Dennal Sensitization 43893801 Valent BioSciences Corporation PER 

Signature ~~ Name and Tille Sharon M. Johnston Date 

,.~_Q7\ i::lo,-t~n;,. ~"" D'""'" ,,,....,;,.,.~ """ihhl<> C:,,h~i+ ""I" D->n,.• .,,.,.;,.,.. 

Regulatory Consultant 01-16-2012 --
CP "'"'"'"' ln+o•n,.11 lcn r"'nnu 
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,. ..... 
(~) UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Form Approved OMS No. 2070-0060 

Paperwork Reduction Act Notice; The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 !".J:.ir,; ,J.ir response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other 9spe~t of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Wa~h1ngton, DC' 20<30. Do not 
send the form to this address. 

DATA MATRIX 

Date January 16, 2012 EPA Reg No./File Symbol 56783-2 Pa']e 1 of 3 
---1 

Applicant's/Registrant's Name & Address 

Ingredient Permethrin 

EcoHealth, Inc. 
33 Mt. Vernon St. 
Boston, MA 02108 

'0-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

Product 

Submitter 

Eco Heath 

EcoHeath 

EcoHeath -
-
Eco Heath 

EcoHeath 

EcoHeath 

Eco Heath 

EcoHeath 

Eco Heath 

Name and Title 

Mite Arrest 

Sharon M. Johnston 
Regulatory Consultant 

Status 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

Public Fiie Copy 

Note 

Date 

01-16-2012 
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.F"" .... ' 
I llli:z l ,_, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Form Approved OMB No. 2070-0060 

Papeiwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 !°''Y.lrJ ,J~r resp on~ for 
reregistration and special review activities. including lime for reading the ins!n.ictions and completing the necessary forms. Send comments regarding the burden estimate or any other "Spert of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Wai..1u1gton, DC' 20430. Do not 
send the form to this address. 

DATA MATRIX 

I Date January 16, 2012 I EPA Reg NoJFile Symbol 56783-2 \ Parie 2 of_, __ _, 

App!icanl's/Registrant's Name & Address 

Ingredient Permethrin 

EcoHealth, Inc. 
33 Mt. Vernon St. 
Boston, MA 02108 

1·~ 
nd Paper versions available. Submit only Paper version. 

Product 

Mite Arrest 

Submitter 

Valent BioSciences Corporation 

Eco Heath 

EcoHeath 

EcoHealth 

Valent BioSciences Corporation 

Valent BioSciences Corporation 

Valent BioSciences Corporation 

EcoHeallh 

Name and Tijle Sharon M. Johnston 
Regulatory Consultant 

Status 

OWN 

OWN 

OWN 

PER 

PER 

PER 

OWN 

Public Fiie Copy 

Note 

Date 

01-16-2012 
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P.;:•. 

sl 
-~ 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Form Approved OMB No. 2070-0060 

Papeiwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.2~ l''l'Jr3 ;i.Jr respo·1~e tor 
reregistration and special review activities, Including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other "-Spe'1 of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Wa~i"l.ngton, or 20<30. Do not 
send the form to this address. 

DATA MATRIX 

Date January 16, 2012 EPA Reg No./File Symbol 56783-2 Paqe 3 of 3 
---I 

Applicant's/Registranrs Name & Address 

Ingredient Permethrin 

EcoHealth, Inc. 
33 Mt. Vernon St. 
Boston, MA02108 

,:35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

Product 

Mite Arrest 

Submitter 

Valent BloSciences Corporation 

Valent BioSciences Corporation 

Name and Tille Sharon M. Johnston 
Regulatory Consultant 

Status 

PER 

PER 

Public File Copy 

Nole 

Date 

01-16-2012 
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Pesticide Regulatory Services 

April 30, 2010 

Product Reregistration Branch 
Pesticide Re-Evaluation Division (7508P) 
Office of Pesticide Programs 
US Environmental Protection Agency 
One Potomac Yard (South Building) 
2777 S. Crystal Drive 
Arlington, VA 22202 

ATTN: Bonnie Adler 
Chemical Review Manager 

RegGuide 

Permethrin; Case No. 2510; PDCJ-109701-26513 

SUBJECT: Permethrin - 8-Month Response to Data Call-In Notice 
EcoHealth, lnc. 
Mite Arrest®; EPA Reg. No. 56783-2 

Dear fv1s. Adler: 

Enclosed, please find the 8-month response to the Permethrin data call-in notice for the above-subject 
product. 

The following materials are enclosed: 

1) Application for Registration 
2) Formulators Exemption Statement 
3) Confidential Statement of Formula 
4) Certification with Respect to Citation of Data 
5) Letter of Authorization from Valent BioSciences Corporation 
6) Data Matrix 
7) Draft Labeling (5 copies) 

Product chemistry data are being submitted concurrently under the identical formulation - Damminix (EPA 
Reg. No. 56783-1). 

If you have any questions, please do not hesitate to contact me at (636) 942-2583. 

~ 
Sharon M. Johnston 
Regulatory Consultant 
Agent For EcoHealth, Inc. 

Enclosures 

Cc: Ariana Ganak; EcoHea!th 

Sharon M. Johnston, Esq. 
509 Tower Valley Drive 
Hillsboro, MO 53050 

_, .( 
·· .. ~, 

, . 
-" ' .· :,L-.- ·-·· 

Tel: 636.942-2583 
Fax: 636-948-9720 
e-mail: Johnston@RegGuide.net 

\ 

51



Phl••t1 ffl•d ln.t . • balore com-•· ~·-form. - A roved JIB Mo. '""17Q-OQA ' 1-"8-95 

United Stetes D Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
Washington, DC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

56783-2 Mark Suarez 
[2]Nono D Restrictod 

4. Company/Product (Name) Mite Arrest PM# 
13 

5. Name and Address of Applicant (Include ZIP Code} 6. Expedited Reveiw. In accordance with FIFRA Section 31cH31 
EcoHealth, Inc. (b)(i), my product is similar or identical in composition and labeling 
33 Mt. Vernon St. to: 
Boston, MA 02108 EPA Reg. No. 

D Check ff this is s new eddress Product Name 

Section - II 

D Amandment - Explein below. LJ Final printed labels in repsonse to 
Agency letter deted 

D Rasubmission in response to Agency letter datod D "'Me Too"' Application. 

D Notification - Explain below. D Othar ·Explain below. 

Explanation: Usa additionel pago(sJ if necossary. {For section I and Section II.) 

Application for Re-Registration - 8-month response to the permethrin PDCI 

e-mail: Johnston@RegGuide.net 
Fax: {636) 948-9720 

Section - Ill 
1. Material Thi• Product Will Be Packaged In: 

Child·Resistent Peckeging Unit Packaging Water Soluble Packaging 2. Type of Container 

t2l y., t2l y., ~ 
y., ~M"o No No 

Plastic 
No Glass 

• Csrtification must If "'Yes"' No. per If "Yes" No. par Papar 
Unit Packaging wgt. container Packaga wgt container Other (Specify) 

be submitt«I 
I 

3. location of Net Contents Information 4. Siza!s) Retail Container 5. Location of label Directions 

[{ Label LJ Container 2.5 lbs ld Onlahel 

6. Manner in Which Labal is Affixod to Product LJ Lithograph 0 Other printed directly on package 
Peper 81ued 
Stenci &d 

Section - IV 
1. Contact Point (Complata itams diractly balow for idant;fication of individual to b& contacted, if nocassary, to µioc"ss this application.) 

- - -
Ne ma Title Tt1JArhone t.lc. !l:i~lude Area Coda) 

Sharon M. Johnston Regulatory Consultant (636) £4~-2583 

Certification 6. Oat" Application 

I canify that the statements I have mada on this form and all attachments thereto ere true. accurate end complete. Received 

I acknowledge that any knowlinglly false or misleading stetemant may be puni:shable by fina or lmprisorvnent or (Stamped) 
both under applicable law. 

2. Signature -..--- 3. Title 

:.- ~ ":/ 
Regulatory Consultant 

4. Typ__ed'Name 5. Data 

Sharon M. Johnston 
April 30. 2010 

. . 
EPA Form 8570·1 IR•v. 3·941 PreVJous ed1t1ons era obsolete . White ·EPA Fila Copy lorigin•ll Y•low • Applcant Copy 52



Form Annroved. No. 2070-0080. A .... roval i:-.iras 5·31-98. 

Unitod State• 

&EPA Environmental Protection Agency 
W•1hington. OC 20460 

Formulator's Exemf;tion Statement 
140 CFR 1 2.851 

Applicant's Name and Address EPA Filo SymbolJRegietration Numi:ler 

EcoHealth, Inc. 56783-2 
33 Mt. Vernon St. 
Boston, MA 02108 Product Name 

Mite Arrest 

Data of Confidential Statement of Formula (EPA Farm 85704) 

April 30, 2010 

As an authorized representative of the applicant for registration of the product identified above, I certify that: 

111 This product contains the following active ingredient(s): 

Permethrin 

12) Of these, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active 
ingredient in the manufacturing, formulation or repackaging another product which contains that active ingredient 
which is registered under FIFAA Section 3, is purchased by us from another producer, and is labeled for at least 
each use for which my product is proposed to be labeled. 

13) Indicate by checking (Al or (Bl below which paragraph applies: 

~ (Al An accurate Confidential Statement of Formula (EPA FORM 8570-4) for the above identified product is 
attached to this statement. That formula statement indicates, by company name, registration number, and product 
name, the source of the active ingredientlsl listed in paragraph (1 ). 

D 
OR 

(BJ The Confidential Statement of Formula (CSF) {EPA Form 8570-4) referenced above and on file with the EPA is 
complete, current, and accurate and contains the information required on the current CSF. 

141 The following active ingredients in this product qualify for the formulator's exemption. 

Source 
Active ln"adient Product Name Registration Number 

Permethrin  

Signature Name and Title Date 

~:~Rev.8-95) 
Sharon M. Johnston f Regulatory Consultant April 30, 2010 

Whita • EPA copy 
Yellow • AppRcant copy 

•U.S.GP0;1~13 
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Form A~~roved OMB No. 2070-0060 

,..~. 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY ~Bil _, 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of infoITTJation is estimated to average 1.25 hours per response for registration 
and 025 hours per response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send 
comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE 
JnfoITTJation Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the completed form to this address. 

Certification with Respect to Citation of Data 

Appflcanfs/Registrant's Name, Address, and Telephone Number EPA Reriistration Number/File Symbol 
EcoHea!th, Inc., 33 Mt Vernon St., Boston, MA 02108 TEL: (636) 942-2583 56783-2 

Active lnaredientls) and/or representative test comoound(s) Date 
Permethrin April 30, 2010 

Genera! Use Pattem(s) {list all those claimed for this product usina 40 CFR Part 1581 Product Name 
Indoor Mite Arrest 

NOTE: If your product is a 100% repackaging of another purdlased EPA-registered product labeled for all the same uses on your label, you do not need to 
submit this form. You must submit the FoITTlulator's Exemption Statement (EPA Form 8570-27). 

IZl 
I am responding to a Data-Call-Jn Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form should 
be used for this purpose). 

SECTION I: METHOD OF DATA SUPPORT (Check one method only) 

D 
! am using the cite-all method of support, and have included with this foITTJ [] I am using the selective method of support (or cite-an option 
a list of companies sent offers of compensation (the Data Matrix form under the selective method), and have included with this foITTJ a 
should be used for this purpose). completed Jist of data requirements {the Data Matrix form must be 

used). 

SECTION II: GENERAL OFFER TO PAY 

[Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements] 

D ! hereby offer and agree to pay compensation, to other persons. with regard to the approval of this applicatron, to the extent required by FIFRA. 

SECTION 111: CERTIFICATION 

I certify that this application for registration, this foITTJ for reregistration, or this Data-Call-In response is supported by all data submitted or cited in the 
application for registration, the form for reregistration, or the Data-Calf-In response. In addition, ifthe cite-all option or cite-all option underthe selective method is 
indicated in Section I, this application is supported by all data in the Agency's fires that (1) concern the properties or effects of this product or an identical or 
substantially slmilar product, or one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted under the data 
requirements in effect on the date of approval of this application ifthe application sought the inltial registration of a product of identical or similar composition and 
uses. 

I certify that for each exclusive use study cited in support of this registration or reregistration, that I am the original data submitter or that J have obtained 
the written permission of the original data submitter lo cite that study. 

I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) I am thE. or~.ndl data 
submitter; (b) I have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligl'J'.'ity fer 
compensation have exp·1red for the study; (d) the study is in the public literature; or (e) I have notified in wri~ng the company that submitted the stt•dy and have 
offered (I) to pay compensation to !he extent required by sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA; and (ii) lo commenre ne3ot:3tions to deteITTJine the 
amount and terms of compensa~on, if any, to be paid for the use of the study. 

I certffy that in all instances where an offer of compensation is required, copies of all offers to pay compensation and e"i1ence ofth(.ir C:e.i~ery in 
accordance with sections 3(c)(1)(FJ and/or 3(c)(2)(8) of FIFRA are available and will be submitted to the Agency upon request. Should I fail tn ;>rodcce such 
evidence to the Agency upon request, J understand that the Agency may initiate action to deny, cancel or suspend the registrativn of my p-oduct in conformity with 
FIFRA. 

r certify that the statements r have made on this form and all attachments to it are true, accurate, and complete. I acknc..wledge that any 
knowingly false or misleading statement may be punfshable by fine or Imprisonment or both under applfcable law. 

Signature Date Typed or Printed Name and Trtle 

~ 
04-30-2010 Sharon M. Johnston I Regulatory Consultant 

EPA fOITTl esro::::i4 g.97 Electronic and Paper versions available. Submit only Paper version. 
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"""'">. 
Form Approved OMB No. 2070-0060 

.... i UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
\~, 401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary fOrms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE lnfonnation Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date April 30, 2010 EPA Reg No./File Symbol 56783-1 Page 1 of 3 

Applicant's/Registrant's Name & Address EcoHeallh, Inc. Product 
33 Mt. Vernon St. Damminix 
Boston, MA 02108 

Ingredient Permethrin 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

61-1/830.1550 Chemical Identity Vol.1 of1 Eco Heath OWN 

61-2/830.1600 & 830.1650 Beginning Materials & Manufacturing Process Vol.1of1 EcoHeath OWN 

61-31830.1670 Discussion of Formation of Impurities Vol.1 of1 Eco Heath OWN 

62-1/830.1700 Preliminary Analysis NA· nor an ontogratoO 
•Y•lom 

62-21830.1750 Certification of Ingredient Limits Vol.1 of1 Eco Heath OWN 

62-31830.1800 Analytical Method to Verify Certified Limits Vol.1of1 EcoHeath OWN 

63-2/630.6302 Color 164297 Eco Heath OWN 

63-31630.6303 Physical State 164297 EcoHeath OWN 

63-4/630.6304 Odor 164297 Eco Heath OWN 

63-51630.7200 Melting Point NA- EP 

63-61830.7220 Boiling Point NA- EP 

63-71830.7300 , DP.r>Sity, Bulk Density or Specific Gravity 164297 EcoHeath OWN . 
63-61630.7840 & 830.7860 8olubility NA- EP 

63-9/830.7950 Vapor Pressure NA- EP --
63-101031•.73;0 o:ssocic.tion C>ln$otant NA- EP --

Signature Name and Title 
Sharon M. Johnston 

Date 

c---- -.......- Regulatory Consultant 04-30-2010 

EP 570-35 19-97) Electronic and Paoer versions available. Submit onlv Paoer version. Agencv Internal Use CooY 
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~ft.'·1 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
l.TZ· 401 M Street, S.W. -~ 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for reglslralion activities and 0.25 hours per response for 
reregistration and special review activities, including lime for reading the instructions and completing the necessary forms. Send comments ref!arding the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W .. Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date April 30, 2010 EPA Reg NoJFile Symb~ 56763-1 Page2of3 

Applicant's/Registrant's Name & Address EcoHealth, Inc. Product 
33 Mt. Vernon St. 

Damminhc Boston, MA 02108 

Ingredient Permethrin 

Guideline Reference Number Guldeline Study Name MRIDNumber Submitter Status Note 

63-111830.7570 Octanol Water Partition Coefficient NA-EP 

63-121830.7000 pH NA - nol d'spo.-.;bre v.itn 
WOIO' 

63-131830 .6313 Stability NA-EP 

63-141830.6314 Oxidizing/Reducing Actin NA - ooni.;ns no oxidizing 
or roducing agan\s 

63-15/830.6315 Flammability 164297 Eco Heath OWN 

63-16/830.6316 Explodability NA - nol f>Olont1ally 
O>plOSll'< 

63-17/830.6317 Storage Stability On-going EcoHeath OWN 

63-181830.7100 Viscosity NA- solid 

63-19/830.6319 Miscibility NA· oo! d1lutobl• wltn 
peitoloum oolvenlS 

63-20/830.6320 Corrosion Characteristics On-going Eco Health OWN 

63-211830.6321 Dielectric Breakdown Voltage NA - nol ror "'" oround 
electncol equlpmonl 

81-1/870.1100 Ar:l.te Ora! Toxicity 43799701 Valent BioSciences Corporation PER 

' 43799702 Valent BioSciences Corporation 81-21870.1200 Acute Dermal Toxicity PER 

81-3/870.1300 Acute Inhalation Toxicity •. 43799703 Valent BioSciences Corporation PER - ' 81-4/ci7C..240'1 I P:imary Ev::•~·ion 47879901 Eco Health OWN Waiver Request --
Signature Name and Tille 

Sharon M. Johnston 
Date 

- Regulatory Consultant 04-30-2010 

EPAFo 5 (9-97) Electronlc and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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,.. ..... Form Approved OMB No. 2070-0060 

~""·1 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~ 401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The pub!ic reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions tor reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 401 M Street, S.W., Washington. DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date April 30, 2010 EPA Reg No./File Symbol 56783-1 Page 3 of 3 

Applicant's/Registrant's Name & Address EcoHealth, Inc. Product 
33 Mt. Vernon St. Damminix Boston, MA 02108 

Ingredient Permethrin 

Guideline Reference Number Guldeline Study Name MRID Number Submftter Status Note 

81-5/870.2500 Primary Dermal Irritation 44833801 Valent BioSclences Corporation PER 

81-6/870.2600 Dermal Sensitization 43893801 Valent BioSciences Corporation PER 

-

. ---
Signature . - Name and Title Sharon M. Johnston Date 
~ Regu!atory Consultant 04-30-2010 

/ ~ __.-". 
FPA_,,,..,.m -. 'i /g.(17\ Fl .. rJrnnT.- ::mrl P:u"'r W>n::inn<1 :n1:1ilo:ihlF! .C:uhmit nnlv Po:inP.fVF!r<1inn Aa.,nrv lnt11rn"I 11.,., Cnn" 
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*Pages 58-59 Product ingredient source information may be entitled to confidential treatment*



ECO HEALTH, INC. 
····························································· ........ ································ ................ ··········· ····························································· ··········································· ············· ············ ····························································· ································· ············ ·············································································· ····························································· ·········································· ············································ ················ ·························· ··············· ·············· 
:::::::::::;::::::::::::::::::::::::::::::::.:::::::::::·.:·.:.:::·.::::::·:::::::-.:::.:::::::::·.::::::·.:: .. :·.::::::::: .... 

September 9. 2009 

Chemical Review Manager 
Reregistration Branch 
Special Review and Registration Division (7508P) 
Office of Pesticide Programs 
US Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington. VA 22202-4501 

SUBJECT: EcoHealth, Inc.; EPA Co. No. 56783 
Authorization of Company Representative 

Dear $ir/Madam: 

EcoHealth, Inc .• 33 Mt. Vernon St., Boston, MA 02108 hereby authorizes Sharon M. Johnston of 
RegGuide, 509 Tower Valley Drive, Hillsboro, Missauri 63050, to act on behalf of EcoHealth, Inc. 
as an authorized company representative for following regulatory action{s) ONLY: 

The response to and follow-up with the US Environmental Protection Agency regarding the Data 
Call·ln Notice for Permethrin. 

This authoriZation may be revoked at any time upon written notice. Please contact me at (617) 
742-2400 if you have any questions or need additional information. 

Sincerely, 

~M 
Ariana Ganak, Director 
ecoHealth Inc. 

cc: Sharon M. Johnston; RegGuide 

............................................................................ 
::::::::::::::::::::::::::::::::::::::::::: ·.:::::::::::::::::::::::::::: ::::::·.:::::::: ::::.:::::::;;:: ... ·:: .......... . 
33Mowit VernOll Strool, BostOJ>, Mll1J11chU1atU 02108 Telephon<1: C617J 742·2400 FGx: (617) 742-1953 
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Page 1 of4 

• United States Environmental Protection OMB Approval 2070.0107 
Agency Washington, D.C. 20460 OMB Approvnl 2070.0057 

REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE 

INSTRUCTIONS: Please type or print in lnk. Please read carefully the attached lnslrucllons and supply the Information requested on this form. 
Use add!Uonal sheet(s) If necessary. 

1. CompanyNameandAddress 2. case# and Name 3. Date and Type of DCl and Number 

ECOHEAL TH, INC. 2510 Pennethrin 28-May-2009 
33 MT. VERNON ST. PRODUCT SPECIFIC 
BOSTON, MA 02108 ID# PDCl-109701-26513 

EPA Reg. No. 56783-2 

4. Guidelhe 5. S!udyTIUe 
p 

a"'" 7. Test s. Tine 9. Registrant R ........ Requirement 0 Reports Pattern Substance Frame Response 
NI.Imber T (Monlhs) 

0 
c 
0 
L 1 2 3 

c 
830.1550 Product ldenUty and campos!Uon (32) A,B,C, 0, E, F, G,H, I, TGAl/MP/EP 8 I 

J, K, L, M, N, 0 
830.1600 DesalpUon or malerials used to produce the product (33) A, B, C, D, E, F, G, H, I, TGAl/MP/EP ~ I 

J,K,L,M,N,O 
830.1620 Description of production process (34) A,B,C,0, E,F.G,H, I, TGAI 1{ 

J,K,L,M,N,O 
830.1650 Descripllon of formulaUon process (35) A,B, C, D, E, F, G, H, I, 

J,K,L,M,N,O 
MP/EP B 1 

830.1670 Oiscusslon of formaUon of lmpurtUes (36) A, B, C, D, E, F, G, H, I, TGAl/MP/EP 8 1 
J,K,L,M,N,O 

830.1700 Pretmnatyanalysls (26,27 ,37) A, B, C, D, E, F. G, H, I, TGAI If 
J,K,L,M,N,0 

830.1750 Certified limits (38) A,B,C, D,E,F,G,H,I, TGAl/MP/EP 8 I 
J,K,L,M,N,O 

830.1600 Enfo!Cement analyUcal method (38) A,B, C, D, E, F, G, H, I, TGAl/MP/EP 8 lo 
J,K,L.M,N,O 

830.6302 Col" (12) A,B, c, o.e. F, G, H, I, 
J,K,L,M,N,O 

TGAllMPIEP I 

830.53{)3 Physical state (25) A, B, C, D, E, F, G, H, t, GAl/MP/EP g I 
J,K,L,M,N,O 

830.6304 °"" (21) A,B,C, D, E, F, G, H, I, 
J,K.L,M,N,O 

TGAllMPIEP ~ l 

10. Certification l certify that the statements made on lhls fonn and all attachmet11$ are true, accurate. and complete. I acknowledge Iha! any 11. Dale 
koow1ogly "'" oc m'1.,dlog •latom~I m•y bo '""''"'"'by'"'· lmpri~ ~"""' oppl"'~• l•w 
Signature and TIUe of Company's Aulhorlzed Representative_ ~ i7 .; ,.. /&-7~"1 (.,,"' 5 ... I J-1-,.. .f 1-;JY-O"/ 

12. NameofCompany Et.o//1!,._,/.f1_ :C-,.,.c_, ""_/ .;d 13. Phone Number • ~•-q'f;J - _, .ry J 61



Page 2 of4 ~ 

United States Envirorunental Protection • OMB Approvol 2070-0107 

Agency Washington, D.C. 20460 OMB Approval 2070-0057 

REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE 

INSTRUCTIONS: Please type or print In Ink. Please read carefully lhe attaehed instructions and supply the Information mquested on this form. 
Use additional sheet(s) If necessary. 

1. Company Name and Address 2. case# and Name 3. Dale and Type of CCI and Number 

ECDHEAL TH, INC. 2510 Permethrin 28-May-2009 

33 MT. VERNON ST. PRODUCT SPECIFIC 
BOSTON, MA 02108 

EPA Reg. No. 56783-2 
ID# PDCl-109701-26513 

4. Guldelfne 5. Study Title 
p 

6. Use 7. Test 8. Time 9. Reglstran R Progress Requiremenl 0 

"""'"" 
Pattern Subslance Frame Response 

Number T (Months) 
0 
c 
0 
l 1 2 3 

830.6313 Stablllty lo sunHght, normal and etevaled (28 ,29 ,40} A, B, C, D, E, f, G,-H, I TGAI 8 ~ 
temperatures, metals, and metal Ions J,K,L,M,N,O 

830.6314 Oxidizing or reducing acuon (22) A,B,C, D, E, F,G, H, I MP/EP 8 'i{ 
J, K,L, M, N, 0 

830.6315 Flammablllty (17) A,B,C,D,E,F,G, H, I MP/EP 8 \( 
J,K,L,M,N,O 

~ 830.6316 ElllPlodabllity {16) A, B,C, D, E,F,G, H, I MP/EP 8 
J, K,L, M, N,O 

830.6317 Storage stabnrty of product (41) A. B.C,0,E,f,G,H,I MP/EP 16 I 
J,K,L,M,N,O 

~ 830.6319 Miscibility (20) A, B, C, 0, E, F, G, H, I MP/EP 6 
J,K,L,M,N,O 

830.6320 Corrosion characteristics (42) A,B,C,O, E, F,G, H,I MP/EP 16 I 
J,K,L,M,N,0 

830.6321 Oialectr1c breakdown voltage (15) A,B,C,D, E, F,G,H, I MP/EP 6 ff 
J,K,L,M,N,O 

830.7000 pH of water solutions or suspensions (23 ,24} A,8,C,D,E, F,G,H, I TGAl/MP/EP 8 i 
J, K, L, M, N, 0 

830.7050 UVMsib1e absorption A, B,C, D, E, F, G, H, I TGAl/PAI 6 '{ 
J, K,L, M, N, 0 

830.7100 """°"" (30) A, B,C,D,E, F,G,H, I MP/EP 8 ii' 
J,K,L,M,N,O 

630.7200 Melling poinVmeltlng range (18,19) A, B,C,D, E, F, G, H, I TGAI 6 v 
J, K,L, M, N, 0 

Initial to Indicate certlflcallon as to information o~ Date 
(l\Jll lext of certification ts on page one). q-,;i ;'- <>1 

----
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• United States Environmental Protection OMB Approval 2070.0107 

Agency Washington, D.C. 20460 OMB Approval 2070-0057 

REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE 

INSTRUCTIONS: Please type or print In Ink. Please read carefully the attached instructions and supply the lnfonnaUon requested on this form. 
Use add1Uooa1 shee~s) If necessary, 

1. Company Name and Address 2. case# and Name 3. Date and Type of OCI and Number 

ECOHEALTH, INC. 2510 Permethrln 28-May-2009 

33 MT. VERNON ST. PRODUCT SPECIFIC 
BOSTON, MA 02108 ID# POCl-109701-28513 

EPA Reg. No. 56783-2 

4. Guldel!ne 5, Study TIUe 
p 

6. Use 7, Test 8. Time 9. Registrant R Progress Requirement 0 Reports Pattem Substance Frame Response 
Number T (Months) 

0 
c 
0 
L 1 2 3 

830.7220 Bo!Ung polnllboDlng range (10 ,11) A, 8, C, 0, E, F, G, H, I, TGAI I i' 
J,K,L,M,N,O 

530.7300 Densily/relaUve density (13,14) A, B, C, D, E, F, G, H, I, TGAllMPIEP ~ I 
J,K,L,M,N,O 

830.7370 Dissociation constant In water (47 ,48) A. B. C, 0, E, F, G, H, I, TGAlorPAI ~ ~ 
J, K, L, M, N, 0 

830.7550 Partillon coefficient (n-octanol/Water), ishake flask (49) A,B,C, D, E,F,G, H, I, TGAt/PAI ' ~ 
molhod J, K, L, M, N,0 

83o.7570 Peril~ coefficient (n-octanoL'Waler), estfmalion by (54) A, B,C, D, E,F,G, H,I, TGAl/PAI 8 'j' 
llquld Chromatography J,K.L,M,N,O 

830.7840 Water solubllity; Column eluUon method. shake nask (50) A, B, C, D, E, F, G, H, I, TGAI or PAI 8 r( 
method J,K,L,M,N,O 

830.7860 water solublH!y, generator oolumn melhod (51) A, B, C, D, E,F, G, H, I, TGAI or PAI If 
J,K,L,M,N,O 

830.7950 Vapor pressure (52 ,53) A, B, C, 0, E, F, G, H, I, TGAI or PAI 8 r( 
J, K, L, M, N, 0 

I a-·· ·co anti Ch -•c..n 

870.1100 Acute Oral Toxicity (1 ,43) A,B,C, 0, E, F,G, H, I, TGAl,EP,dilute EP? ~ ~ 
J, K,L, M, N,O 

870.1200 Acula dermal toxfelty (2 ,3,44) A, B,C, 0, E,F,G, H, I, TGAl,EP,dilute EP? B " J,K,L,M,N,O 
870.1300 Acu!e inhalaUon toxicity (4) A, B, C, 0,E,F,G,H, I, TGAI& EP ~ (, 

J,K,L,M,N,O 

lnllial to fndlcatecertlficalion as to Information on this page Date 
(full text of certifica!ion rs on page one). ,,,. 

'l - 1-.J,!f-oC, 
- / // 
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United States Environmental Protection OMB Approval 2070-0107 

Agency Washington, D.C. 20460 OMB Approval 2070-0057 

REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE 

INSTRUCTIONS: Please type or print in Ink, Please read carefully the attached Instructions and supply the inrormalion requested on this fonn. 
Use add/Donal sheet(s) if necessary, 

1. Company Name and Address 2. Case # and Name 3. Date and Type of DCI and Number 

ECOHEALTH, INC. 2510 Pennethrin 28-May-2009 

33 MT. VERNON ST. PRODUCT SPECIFIC 
BOSTON, MA 02108 ID# POCl-109701-26513 

EPA Reg. No. 56783-2 

4. Guldellne 5. StudyTitle 
p 

6. Use 7. Test 8. Time 9. Reglslran • Progress Requirement 0 """""' 
Pattern Substance Frame Response 

Number T (Months) 
0 
c 

L 1 2 3 

870.2400 Acute eye Irritation (5) A, B, C, D, E,F,G,H, I TGAl&EP 8 "'] 
J,K,L,M,N,O 

870.2500 Acute dennal Irritation (6 ,7) A, B, C, D, E, F. G, H, I TGAI &EP 8 

'" J, K, L, M, N, 0 
870.2600 Skin sensitization (8 ,9) A, B,C, D, E. F,G,H, I TGAl&EP 8 '" J,K, L, M, N,O r: 870.7200 Companion animal safety (31) A, B, C, D, E,F, G, H, I CHOICE 8 

J, K,L, M, N, 0 

810.3300 Treatments to control pests cl humans and pets (45) A, B,C, D, E, F. G, H, I EP 8 'I 
J, K, L, M, N, O r 810.3500 Premises treatments 146) A. B, C, D, E, F, G, H, I EP 8 
J,K,L,M,N,O 

ln!tlal to Indicate certification as to infonnallon on~ Date 
(full !ext of certll'ieaUon Is on page one). ,f/-:;>lf-O</ 

/ 
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